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[0 IPUMEHEHHUI0 Habopa peareHToB
g nuddepenuuansHoro BeisiBneHus JJHK Bupycos manmmiomsl yenoseka 31 u 33 tumnos
METOJIOM MOJIMMEPA3HON LENHOW peakUuu B peKUME PEajJbHOr0 BPEMEHHU
«Pcanbeer JHK BIIY 31/33»

(kommekT 1)

1. HABHAYEHHUE

HabGop pearentoB «Peanbect [ITHK BITY 31/33» npennazHaueH s auddepeHuaibHOro

BoisiBneHus: JIHK BupycoB manunnomel yenoseka (BITY) 31 u 33 TunmoB MeToA0M MNOIMMEpPA3HON

LenHoW peakuuu B pexume peanbHoro Bpemenu (I1L[P) ¢ rubpunuszannonHo-¢piayopecueHTHOH ae-

texkuued nponyktos IIL[P B pexrnme peanbHOro BpeMEHH.

Brigenenne JJHK u3 knumHuueckux mnpo® mpoBOAuTCA ¢ momolubio HabopoB: «Peanbect

JHHK-3kcnpecey, «Peanbect JHK-skctpakuus 1», «Peanbect JHK-skctpakuus 3» u «Peanbect

akcTpakuus 100».

Kommiiekt 1 mpeaHa3zHadeH ajig NPUMEHEHUS C PETUCTPUPYIONIIMHU aMILTU(UKATOpaMu
minanmernHoro tumna «iQ iCycler», «iQ5 iCycler», «CPX96» (dbupma Bio-Rad, CILIA), «IT-96»

(OO0 «HITO JHK-Texnosorus», Poccus) unm ux aHa;loraMu.

Kommaekt lpaCC‘{I/ITaH Ha IMMPOBCACHHUEC aHaJIn3a 96 O6p&3L[OB, BKJIIOYasA KOHTPOJIbHBIC 00-

pasiibl.
2. XAPAKTEPUCTHUKA HABOPA

2.1. Tlpuanun metona.

l1puHIMD aHalIM3a OCHOBAH Ha PETHCTpAlUM IMpolecca amIuMpuKanuu BelOpaHHOTO (par-

MeHTa JIHK, 3akirouaromerocss B NOBTOPSIOIMXCS LUKJIAX: TEMIIEpaTypHas AEHATypauus, OTKUT

HpaﬁMepOB C KOMIUICMCHTAPHBIMU IIOCJICA0BATCIBbHOCTAMU, 1100Tp01711<a HOJIMHYKJICOTUIHBIX II10-

CJIE€I0BaTENbHOCTEH ¢ 3TUX mpaiiMepoB Tai-monuMepasoil.

Hucmpykyua  cocmaenena  compyonukamu  3A0  «Bexmop-becm»:  /Jupexkmopom
no npouszeoocmey Tkaueevim B.K. u nau. omoenenusn npouzeoocmea INI[P naéopoeé Tpyxunoit A. R

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



B OCHOBE HCIOJB3yEMOT0 METOJIa PETUCTPAIUM JEKUT U3MEpPEeHUE (PIYyOpPECICHIIUN B KaX-
noMm 1ukie [P,

YBenuueHue CHUTHAIOB (IYOPECIHCHIIMN MPOUCXOAUT Ojaroaapsi MCIOJIb30BAHHUIO CIICIH-
¢uanoro s manHoro yvactka JIHK BoszOymurens wndexnuu rudpummsanvonHoro J[HK-3onxa,
KOTOPBI B XOJi¢ peakiuu cBs3bIBaeTcs ¢ ofaHoM u3 neneit JIHK, oOecrieunBas nOmMONHUTENHHYIO

crenuduanocte Merona. JIHK-30HI comepkuT Ha S5'KOHIE (UIYOPECICHTHBIM KpacHTeldb, a Ha
3'KoHIIE - racuTenb (HIYyOPECUEeHIINH, 3HAYUTEIbHO CHIKAIOUINI MHTEHCUBHOCTD (iyopecueHmu. B
XOJIe MOJIMMEPA3HOTr0 CHHTE3a KOMIUIEMEHTApHOU 1Lemnu, Ojaroaaps 5'-3'59K30HyKiI€a3HON aKTUBHOCTU
Tau-nonumepasbl, 30H]] pacllemigeTcss ¢ 5S'KOHIA U IPOUCXOIUT Pa300IleHne KPaCUTeNsl U racure-

75, IPUBOJSILIIEEe IO MEpe HAKOIUJICHUS MPOAYyKTa peakiMy K BO3pacTaHUIO CUTHala (IIyopecleH-
uuu. Hpu sTOoM m3mepsiemas MHTEHCUBHOCTH ()JIyOpPECLEHIIMU 3aBUCUT OT KOJUYECTBAa 00pa3oBaB-
muxcesd crneuupruyeckux aMIUIMKOHOB M JUHAMHUKA HapacTaHus (DJIyopecleHUUH ONpenesieTcs uc-
xoaHbIM KonmdecTBoM JIHK Bo3OynuTens undekun B obpasiie.
Vuér spdpexruHoctu Boaenenus JHK BUY 31 u 33 tunoB u3 oOpa3uoB obecrneuynBaeTcs
BoienienneM JIHK w3 kiamHUYeckux mpoO COBMECTHO C IMPEABAPUTENIbHO BHECEHHBIM HEKOHKY-
PEHTHBIM BHYTPEHHUM KOHTPOJbHBIM oOpasiom (BKO).
2.2. CocraB Habopa:
C - TMOJOXUTENbHbIA KOHTpoJbHBIM oOpaszen (HKO) - nHa ocHoBe mnasmuanoir JITHK co
BcTpotikoit ¢pparmentoB JIHK psiga BupycoB mamumiomsl denoBeka, B Tom yucie JJHK BITY 31 u
C 33 tunos - 1 npobupxka (1,0 mn);
- roroBas peakuumoHHas cmech st HIIP (I'PC), nuodunusupoBannas - 96 npobupok (12
CTPHUIIOB 1O 8 MPOOUPOK).
HaGop 10nmoaHUTENbHO KOMIUIEKTYETCS:
- CTPUIHUPOBAHHBIMHU KpBIIIKAaMU ISl TpoOupok (12 cTpumnoB mo 8§ mITyK) WM ONTHYECKON

miéukoit - 1,5 mucra.
3.AHAJIMTUYECKHE UJUATHOCTUYECKUE XAPAKTEPUCTUKU

3.1. YUyscTBuTensHOCTh - omnpeaenenue 100 xonuii JIHK BITY 31 u 33 TunoB B cTaHmapT-
HBIX oOpa3uax npeanpusarus - 100 %.
C 3.2. Cnenuduunocts omnpenenenus JJHK BITY 31 u 33 tunos (mo crangapTHOW TaHENH
npeanpusTus orpunarensbHeix JJHK-3xctpakToB) - 100 %.

4. MEPbI IPEJOCTOPOXHOCTH

Buumanue! HecoO10aeHHe npuBeIéHHBbIX HUKe TPeOOBAHMI MOKeT NMPHBECTH K MC-
KaskeHH0 pesyiabTato HIIP.

4.1. IloTeHuuanbHbld puck npuMeHeHus Habopa - kaacc 1 (I'OCT P 51609-2000).
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4.2. Ilpu pabote ¢ Habopom cienyer coomoaate CII 1.3.2322-08 «be3onmacHOCTh paboTHI C
Mukpoopranuzmamu III-IV rpynn matoreHHocTH (OMacHOCTH) M BO3OYIUTENSIMU Mapa3UTapHBIX
Oosie3HEN».

4.3. lnga npeaoTBpanieHusl KOHTAMUHAIIMU HEOOXOAUMO TEPPUTOPUAIBHO Pa3JeNsTh ATAIlbl
Boigenienus JJHK u noctanoBku [P cornmacuo MY 1.3. 2569-09 «Opranusanusa paboTsl Jabopa-
TOPHA, UCTIOJIB3YIOMUX METOJbI aMIUTM(PUKAIUA HYKIEUHOBBIX KHUCIOT MpU paboTe ¢ MaTepHuaioM,
cojiepKaluM MUKpoopranu3msel [-IV rpynn natoreHHOCTH.

4.4. Tlpu pabote ¢ HabOpPOM clieayeT HaJeBaTh OJHOPA30BbIe MEIUIIMHCKHUE MEPUYATKH.

4.5. Kaxnoe pabouee MeCTO JOJIKHO OBITH CHa0XEHO COOCTBEHHBIM HAaOOPOM MMIIETOK Iie-
pEMEHHOro 00beMa, HEOOXOJWMBIMU BCIIOMOTAaTEIbHBIMM MaTepHalaMu U o0opydoBaHUEM. 3a-
MpelaeTcs ux nepeMenieHne Mexay pabouynMu MECTaMH.

4.6. JIns mpoBenenust peakuuu amriudukanuu c aerekuueid npoaykros IIIP B pexxume pe-
QIBHOTO0 BPEMEHH HEOOXOJMMO HCMOJIb30BATHh TOJIBKO OJHOPA30BbIE HAKOHEUHUKHU C (PUIBTPOM IS
MUIETOK.

4.7. He nomyckaeTcsi UCIOJIb30BaHUE OJTHUX U TE€X K€ HAKOHEUHUKOB IpPU J0OABIECHUU pa3-
HBIX 00pas3IloB.

4.8. Tlocne okoHuaHusi paboOT Il MPEAOTBpAlICHUsS KOHTAMUHAIIMU pabodyue MOBEPXHOCTH
JJAMUHAPHBIX OOKCOB U J1aOOPATOPHBIX CTOJIOB CIEAyEeT MOABEPrHYTh AEUCTBUIO OaKTEPULIMAHBIX

C Vo namn B reuenne 1 waca. 3arem 00paboTaTh periaMeHTUPOBAHHBIMH CAHUTAPHBIMU MPaBUIAMHU
Ne3nHPUIUPYOMKUMU cpeacTBamu (takumu, kak: 0,2% pactBop HII-2T; 1-3% pactBop «Jlnabaxy;
0,5% pactBop «Jluzadpunr»; 0,5-1% pactBop «Muctpanby),

4.9. Bce ucnonb30BaHHbIE OJAHOPA30BbIE MaTepuajbl MoABEpraTh oOpaboTke Ie3uHEUIIN-

PYIOIIUMU CPEJICTBAMU C MOCHEAYIONIEH yTUlIn3anuei.
5. OBOPYJAOBAHUE U MATEPHUAJIBI

- ammIu@ukaTop ¢ QIyopecueHTHON JeTeKIuel B pexKUMe PeaJbHOr0 BPEMEHHU:

«iQ 1Cycler», «1Q5 iCycler», «CFX96» (dbupma Bio-Rad, CIIIA), «AT-96» (OO0 «HIIO
JAHK-Texnomnorus», Poccus) unu ux anaior;

- IIIIP-6okc wnm oTaenbHbIA CcTOJ, ocBemaeMmblii Y ®-nammnoi (Hanpumep, «LuxinoTemm»
¢upmbl CII «PTCy», Poccus);

- XOJIOIUJIBHUK OBITOBOM, MOAAEPKUBAIOIINI TeMIiepaTypy oT 2 1o 8 °C;

- TUIETKH IOJyaBTOMaTU4YeCcKue (A03aTOpbl MEXaHUYECKHE) OJHOKaHaJbHbIE C MEPEMEH-
HbIM 00BEMOM, CO CMEHHBIMU HakoHeuHukamu (pupma Jlennuner, Poccus; ¢upma Biohit, ®un-

JSTHIINSA);
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- MepYyaTKU MEIUIMHCKHE OJHOPa30BbIe HECTEPHUIJIbHBIC HEOMYIPEHHBIC JTATEKCHBIC WM He-
onpeHoBbie (nepuatku «NeoTouch», dupma Ansell HealthCare, 'epmanus);

- OJIHOpPa30BbIE HAKOHEYHUKH [JISl MHUIETOK C 3alIUTHBIM (HUIBTPOM /adpO30JbHBIM Oapbe-
pom/ (pupma FinnTip, Ournsuaus);

- IITATHBHI JJI1 MUKpOTpoOUpok BMecTUMOCThIOo 0,2 M (pupma Xenukon, Poccus);

- KOHTeHHep mys cOpoca orxoAoB (Hampumep, «KonteitHep mnsg cOpoca oCTpoOro HUHCTPY-
menTtapus - EK-01», pupma KM-ITPOEKT, unu aHanoruuHbIN);

- HOX KaHILEJSIPCKUH.
A 6. AHAJIN3UPYEMBIE OBPA3IbI

st ananusa ucnois3yroTes npoosl BeiaenenHon JJHK, momydeHHbIEe W3 KIMHUYECKOTO Ma-
Tepuana ¢ momotbio HabopoB: «Peanbect JJHK-3kcnpecey», «Peanbect JIHK-akcTpakius 1», «Pe-
anbect IHK-skctpakius 3», «Peanbect akcTpakuua 100» corimacHO MHCTPYKUMSIM IO MpPUMEHE-
HUIO COOTBETCTBYIOMIIIX HaOOPOB.

Kaxnas rpynma oGpa3noB, mpoxonsmias yepe3 npouenypy soiaenenus JHK, momkna co-
JiepKaTh MOJOKUTEIbHBIM KOHTPOIbHBIN 00paser (IIKO) u oTpumatenbHblii KOHTPOJIBHBIN 00pasern
(OKO), xotopbIii sBIIsIETCSI KOMIIOHEHTOM Habopa fis BeiaeneHus JIHK.

Ecmu no mpoBenenus ananuza oOpasusl BbiaenaeHHo JJHK xpanmnuce B 3aMOpOKEHHOM
BUJIE, Pa3MOPO3UTh UX U BbJIEpkKaTh He MeHee 30 MuUHYT npu Temneparype ot 18 go 25 °C.

Brinenennyto JIHK xpanuts npu temneparype ot 2 g0 8 °C He Oonee 2 CyTOK.

[TonoxxurenbHblii KOHTpOJBbHBIN oOpaszerny (HKO) mocne BckpbiTHs (iakoHa XpaHUThH MPU

temmneparype ot 2 1o 8 °C He OGosiee 1 mecsna.
7. MIPOBEJEHUE AHAJIN3A

7.1. TloaTrOTOBKA KOMIIOHEHTOB Habopa

[lepen Hawamom paboOTHI M3BJIE€YL HAOOp W3 XOJIOAWIbHUKA, BbiaepkaTh ['PC B ynakoBke (He
BckphbiBas!) npu temneparype ot 18 no 25 °C ne menee 30 MuUHYT. 3aTeM BCKpBITh YIAKOBKY, aKKYy-
paTHO, C MOMOILBIO KaHIEISIPCKOTO HOXKa OTpe3aThb HEOOXOAMMOE KOJIMYECTBO (IO YHUCIY MOATrOTOB-
neHHbIX 1mpo0, Bkmovass KoHTpoiu: 1 OKO u 1 I[IKO) mpoOupok ¢ roToBoi peakMOHHOW CMECHIO.
Otpe3aTh IPOOUPKU CIEAYET BMECTE C MOKPBIBAIOIIEH MX IICHKOM.

Buumanmne! OctaBuimecs Heucnonb3oBaHHbBIMU TpoOupku ¢ I'PC ynakoBath B 1edieHOBBII
MAKeT C OCYLIMTENIEM, YIAIUTh U3 HEro JUIIHUN BO3AYX U IUIOTHO 3aKPBITh 3aXKUM.

[Tocne nepBoro BCKpbITHs yNnakoBKU cpok rogHoctu I'PC cocraBiser 3 Mecsna npu TeMIie-

patype xpanenus ot 2 1o 8 °C.
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12. Heobxoaumoe konuuecTBO (1O 4YMCIy HOATOTOBJIEHHBIX P00, BKIIOYAs KOHTPOJIN)
npoOHpoK ¢ rotoBoil peakuuonHoil cmecbio st [P (I'PC) mponymepoBath M pacroioxuTh B
HITaTHUBE.

Buumanne! Haanucu cnenyert pacnonaraTe Ha 60KOBOW yacTu nmpoOupok. Kpeirku wimm on-
THUYeCKas TUIEHKA JJOJKHBI OCTaBATHCS YUCTHIMHU!

7.3. B xaxayro npoOMpKy MHUNETKOW C OTACIbHBIM HAKOHEUHUKOM C (UIBTPOM BHECTH IO
50 Mkn cootBeTcTBYOIero pactsopa BoiaeneHHol JIHK. [moTHO 3akpbITh MPOOMPKH KpBIIKAMHU
WJIV 3aKJIEUTh ONTHYECKOW TIEHKOM.

7.4. [lomecTuTh NPOOUPKU B aMILTU(PUKATOP.

7.5. 3anporpaMMHpoOBaTh MPUOOp IS MPOBEACHUS aMIUTU(PUKAIUN crenupuieckux ¢par-
mentoB JJHK BIIY 31 u 33 tunos u JJHK BKO, u nerexuuu curnanos ¢uayopecuenuun. [Iporpam-
MUpOBaHUE aMIIM(PUKaTOpa NPOBOAUTH B COOTBETCTBUU C UHCTPYKIIMEH K MPUOOPY.

7.6. 3anporpaMMupOBaTh MPOTOKOJ MPOBEACHHUS pPEeaKIUU aMILIU(pUKaLIu:

1 cramug: 50 °C - 2 muH;
2 cragms: 95 "C - 2 muH;
3 craaus: 50 nukioB (94 "C - 10 cex, 60 °C - 20 cek).

Nsmepenne dpayopecueHuuu npooautsb mpu 60 °C.
7.7. BoiOpath kaHanbl AeTeKuuu pe3ynbTaToB ammiaudukanuun JHK BIIY 31 u 33 tumnos u
C  JIHK BKO:
" Hns peructpanuu nporecca ammnpukanuu JJHK BKO crnenyeTr BpiOpaTh KaHan AETEKIUU
«PAM».
Hnst peructpanuu npouecca ammndukanuu JJHK BITY 31 cnexyer BoIOpaTh KaHam JETEK-
mun «HEX».
Hns peructpanuu nporecca amminpuxauuu JJTHK BIIY 33 cinexyer BoIOpaTh KaHal JETEK-
muu «ROX».
7.8. 3amporpaMMHUpOBaTh MOJIOKEHUE MPOOHUPOK C HCCIEAYEMBIMH OO0pas3IaMu, IOJIO0KH-
TEIBHBIM M OTPULIATEIILHBIM KOHTPOJISIMUA COTJIACHO MHCTPYKIHMH K UCIIOJIB3yeMOMY MpHOOpY.
7.9. 3anmycTuTh NporpaMMy M NPOBECTH PEAKLUI0 aMIUIM(GUKAIUK C peructpanueit Qiyo-

PECLICHIIUU B PEXXUME PEATbHOTO BPEMEHU.
8. PETUCTPALIUSA PE3YJIBTATOB

[Ipu nmpumenenun Habopa ¢ ammiaupukaropamu «iQ5 iCycler», «CFX96» u mporpammoit
«Peanbect auarnoctuka» mporpamMma MpOBOAHUT BCE ONEpalMy MO aHAIU3y, OTOPAKOBKE U BBIUKC-
JICHUSIM PE3yJIbTaTOB.

[Ipu ucnonp30BaHUU APYTUX aMITU(PHUKATOPOB y4YeT Pe3yJbTaTOB MPOBOJUTH B COOTBETCT-
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BuM C Pa3lieIoM 9 NaHHOW HHCTPYKIIHH.
9. YUET PE3YJbTATOB

9.1. B nonoxurensHoM KoHTposdsHOM oOpasiie (IIKO) upodamma nomxHa GUKCHPOBATS:

- Hapactanue curtaina ammnudukanuu JJHK BIIY 31 (kanan «HEX») u onpenensts 3Haue-
Hue noporosoro uukia Ct [TIKO;

- Hapactanue curdana ammiaudukanuun JHK BITY 33 (xanan «ROX») u onpenensite 3Haue-
Hue noporosoro 1ukia Ct I[1IKO;

- Hapactanue curtana ammiudukanuu JJHK BKO (kanan «PAM») u onpenensTh 3HaUeHHE
noporosoro nukia Ce BKO.

9.2. B orpunarenbHoM KOHTpojibHOM oOpasue (OKO) mporpamma pomxHa (UKCHPOBATH
Hapactanue curnana ammindukanun JJHK BKO (kanan «PAM») u onpeaenste Ct BKO, npu stom
nporpaMMa He JOJDKHA PEerucTpUpOBaTh HAapacTaHMs CUTHala CHeu(UYEecKOro MpoAyKTa aMILIU-
¢ukanuu JTHK mo kananmam «HEX» n «ROX».

9.3. B xaxzaoMm ucciegyemMmom obOpasle mporpaMmma A0JKHAa (UKCHPOBATh HapaCTaHUE CUT-
Hana ammudukannn [JHK BKO (xanan «PAM») u onpenenste CtBKO.

9.4. Bpruncnuts (Ct BKO)ep kak cpeanee 3HaueHne Ct BKO Bcex aHanusupyemblx oOpas-
noB (Bkimouas [IKO u OKO). Ot6pakoBke nmomnexar 3nauenus Ct BKO, ornugaromumecs OGonee
yeM Ha 2 oT 3HaueHus (Ct BKO)ep. Ilocie orOpakoBku nepecuntath (Ct BKO)ep ana ocraBmuxcs
3HA4YCHUH.

A 9.5. Amnamm3upyemblii oOpasell CUMTaeTcs MOJIOKUTENbHBIM, coiepxkamum JIHK BITY 31,
ecnu 15 aToro obpasna 3Hauenue Ct no kanany «HEX» menbine unu pasao 40.

9.6. AnanuzupyeMblii o0pa3zeln CYMUTAETCA MOJOXUTENbHBIM, conepxkamum JIHK BITYU 33,
eciu Ju1s 3Toro obpasna 3unaueHue Ct mo kananmy «ROX» Menwiie unu paBHo 40.

9.7. Pesynbprar aHanusa oOpasla cUMTAETCS OTPULIATENBHBIM, €CIU IS 3TOro oOpasia 3Ha-
yenne Ct mo kaHainaMm « HEX» u «ROX» G6omnbiie 40 win He onpeaensercs.

Ecmu qnist rakoro ob6pasna 3Hauenue Ct BKO mnpessimaer 3nauenune (Ct BKO)cp Gonee yem
Ha 2, TO pe3yJbTaT MO AAHHOMY OOpasIily He MOJJICKUT aHAIM3y U yUeTy Kak oTpuuarenbHbrii. He-
00X0IMMO TPOBECTH MOBTOPHBIM aHANW3 JaHHOrO 00pa3la, HauMHas C ITana BbIIEICHUS.

"o 9.8. Ecmu pna OKO 3nauenue Ct nmo kaHany «ROX» wnn «HEX» menbiie unu pasno 40, To
3TO CBUJIETENBCTBYET O HAJIMYMM KOHTAMUHALMHM B CUCTEME. B 3TOM cilyyae MOJOXKUTEIbHBIE pe-
3yJbTaThl, MOJIyY€HHBIE B JaHHOW MHAMBHUAYyaIbHOU noctaHoBke [ILP, cunTaroTcs HemocToBepHBI-
Mmu. TpeOyeTcss mpeAnpHHATH MEpbl MO BBISBICHUIO M JIMKBHJAIWHM HWCTOYHMKA KOHTAMUHAIMU U
MOBTOPUTH aHAIM3 BCeX OOpa3lOB JaHHOM MOCTAHOBKH, JJISI KOTOPBIX MOJIYYEH IMOJOXKHUTEIbHBIN

pe3ynbrar. OOpas3ibl, aHaIU3 KOTOPBHIX Aal OTPHUIATEIbHBIA pe3yibTaT, CJIEAYyeT YUYUTHIBATH KaK
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OTPHULATCIIBHBIC.

10. YCJIOBUA TPAHCIIOPTUPOBAHUSA, XPAHEHUSA U ITPUMEHEHUSA HABOPA

10.1. TpancnopTupoBaHue Habopa AOJKHO MPOBOAMUTHCSA MHpu Temmeparype oT 2 ao 8§ °C.
JlommyckaeTcsi TpaHCIIOPTHpOBaHUe Npu Temrepatype 1o 25 °C ne 6onee 10 cyTok. 3amopakuBaHue
Habopa He JAOoIMyCKaeTcs.

10.2. Xpanenue Habopa B yIakOBKE MPEANPUATHI-U3TOTOBUTENS JOJKHO MPOBOJUTHCS MPU
temmeparype ot 2 10 § °C B TeUeHHE BCEr0 CpOKa rOJHOCTH. 3aMOpa)kMBaHHWe HAabopa He JAOIMyCcKa-
eTcsl.

10.3. Jlnsg monmydeHusl HaAEKHBIX PE3yIbTaTOB HEOOXOIUMO CTPOroe COONI0OJICHUE JTaHHOW
MHCTPYKIUH 110 TPUMEHEHUI0 Habopa.

10.4. 3ampemaeTcs UCMOIb30BaTh KOMIIOHEHTHI M3 HAOOPOB pa3HbIX CEpPHUH.
11. TAPAHTHUHU U3I'OTOBUTEJIS

HpeI[HpI/IHTI/Ie-I/IZ%FOTOBI/ITCJ'Ib rapaHTupyCeTt COOTBCTCTBUC Ha60pa Tpe6OBaHI/IHM TCXHHUYC-
CKHX YCJ'IOBI/Iﬁ npu CO6J'II-OILCHI/II/I YCHOBI/Iﬁ TpaHCIIOPTUPOBAHHA, XPAHCHHUA U INPHUMCHCHUA, YyCTa-
HOBJICHHBIX TEXHUYCCKUMHU YCJIOBUAMU U HacTosAmIeH I/IHCprKHI/Ieﬁ 0 NIPUMCHCHHIO.

Cpok rogHoctu Habopa - 12 Mecs1eB co JHS BBITyCKa.

¢ Ho Bompocam, kacaronmmcst kadectBa Habopa «Peanbect THK B11Y 31/33», ciaenyer 06-
c pamatbcsi B 3AO «Bekrop-becT» no anpecy:

630559, HoBocubupckas oonacts. HoBocuOupckuii paiion, m. Konsiose, a/s 121,

ten. (383) 336-73-46, 332-37-58, ten./dakc (383), 336-60-30, 332-67-52.

E-mail: vbobtk@vector-best.ru.

Hauannauk oTneneHus

3A0 «Bexkrop-bect» A.B. TpyxuHa

JIupexTop 1o npou3BOACTBY

3A0 «Bexrop-bect» y B.K hcaues

: Mognuck
«COT'JTACOBAHO» i yaocTobepsio;
3aB. Kadeapoil KInH Cneunanuct oclkamtm PMANO
nabopaToOpHOH aHA Muanuce
I'bOY IHO PMA . _..rocmoja
Murmzapapcornpas a.m .., mpodeccop Joaros B.B.

2 N
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IMpoLLHypPOBaHO, MPOHYMEPOBaHO
M CKPENAEHO NEYaTbIo
_ NMaos
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YTBEPXKXJIEHA «Y1BEPXJAO»

11pukazom Poc3npaBHangzopa >HBIl TUPEKTOP
or 20 1. Ne )p-bect»

M JI- XycanHoB

TI.

HHCTPYKLUA
Mo MPUMEHEHUI0 HabOpa peareHTOB
st iudgepenunansaoro BoisBiaeHus JJHK BupycoB manumnomsr yenoseka 31 u 33 tumnos
METOJIOM MOJIMMEPA3HON LEMHON PEaKIMU B pEKUME PEaJbHOI0 BPEMEHHU
«Pcaabect ITHK BUY 31/33»

(koMIJIEKT 2)

1. HABHAYEHHUE

Hab6op pearentoB «Peanbect JIHK BIIY 31/33» npeanaznauen mis auddepeHuaibHOro
BesiBnieHus1 JJHK Bupycos nmanumnmomsl venoseka (BHY) 31 u 33 TunmoB MeTonoM moiauMepasHOM
LeHHOU peakiuu B pexume peanbHoro Bpemenu (IIL[P) ¢ rubpunuzanuonmno-gpayopecueHTHON ae-
tekuueil npoaykros HIIP B pexxume peanbHOro BpeMEHHU.

Brigenenne JJHK w3 knmHuueckux mpod mpoBoautcs ¢ momon” b0 HabopoB: «Peanbect
JHK-skcmpece», «Peanbect IHK-skctpakuus 1», «Peanbect JHK-skctpakuus 3» u «Peanbect
skcTpakuus 100».

Kommiekt 2 mpeaHazHadeH I TPUMEHEHHUS C PETUCTPUPYIOHIIMHU aMIUTM(UKATOpaMH Kak
potopHoro tuma: «Rotor-Gene 3000», «Rotor-Gene 6000» (dbupma Corbett Research, ABcrpanms),
«Rotor-Gene Q» (dupma Qiagen, ['epmanusi), Tak u nianmerHoro tuHa: «iQ iCycler», «Q5
iCyclery, «CPX96», «IT-96» unn ux aHaisoramu.

KommekT 2 paccuntan Ha npoBeneHue ananuza 100 oOpasioB, BKIOYas KOHTposibPibie 00-
pasipl.

2. XAPAKTEPUCTUKA HABOPA

2.1. IlpuHnun meroxa.

[IpuHiMn aHanM3a OCHOBaH Ha PETHCTpAIMU Mpoliecca aMIUIM(pUKAIMA BHIOPAHHOTO ¢par-
menta JIHK, 3atoHOuaroHIerocs B MOBTOPSIOUIMXCS IMKJIaX: TeMIEpaTypHas AEHATypalus, OTKHUTL
MpaiiMepoB ¢ KOMIIEMEHTAPHBIMU TIOCIEI0BATENBIIOCTSIMHU, JOCTPOUKA MOTUHYKICOTUIIHIX IIO-

CIIeJIOBATENbHOCTEH C 3THX mpaiiMepoB Taqg-moaumMepasoil.

Hucmpykyusa  cocmaenena  compyonuxkamu 340  «Bexmop-becmy:  /{upekmopom
no npouszeoocmey Tkaueevim B.K. u nau. omoenenusn npouszeoocmea I[P naéoposé Tpyxunoit A. R
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B OCHOBE HCIIOJB3YEMOTO METOJ/ia PETHUCTPAMU JIEKUT U3MepeHue (IyopecHeHIIUN B Kax-
nom nukiae ITTIP.

YBeauueHue CHUTHANOB (IyopecUEeHUUH NPOUCXOAHUT Ojaronaps HCIOJIb30BAHUIO CIEIHU-
¢uunoro mns ganaoro yuactka JAHK Bo3Oyautens mHbexuuu rudpunuzanmonnoro HAHK-3onna,
KOTOPBIM B XOJl€ peakiuu cBs3biBaeTcs ¢ onuou m3 mneneit JJHK, oOecmeunBas MONOJHUTEIHbHYIO
cnenupunuHocts Metona. JHK-30u1 comepxut Ha 5' koHue QiayopecueHTHBIH Kpacutenb, a Ha 3'
KOHIIEe - TacuTedb (hIyOpecIeHIMH, 3HAYUTEIbHO CHUXKAKIIUNA WHTEHCUBHOCTHL ¢uiyopecueHnuu. B
X0JI¢ MOJIUMEPAa3HOTO CHHTE3a KOMIJIEMEHTApHOW 1enu, 6narogaps 5'-3' 9k30HyKJI€a3HOU aKTUBHOCTHU
Taq-monumepasbl, 30H pacUienisieTcs ¢ 5S'KOHIIAa U IPOUCXOJUT pa300IIeHUEe KPACUTENIS U racure-
Jsl, IPUBOASAIIEE O MEpPE HAKOIJICHUS MPOAYKTAa PEaKIMU K BO3PACTAHUIO CUTHAJIA (QIIyOpeCIeH-
uuu. [Ipu sToM u3MepsieMas UHTEHCHUBHOCTh (pIyopecleHUMH 3aBUCUT OT KOJHYeCcTBa 0Opa3zoBaB-
MUXCS CHeNU(PUUESCKUX aMIIJIMKOHOB M MUHAMHKa HapacTaHUs (PIYOPECICHIUN OMPEIeIIeTCS HC-
xoaHbIM KonunuecTBoM JIHK Bo3Oynutens madexnuu B odpasie.

Vuér apdextuBaoctu Buigenenus [JJHK BHY 31 u 33 tumor u3 oOpa3mnoB oOecneynBaeTcs
BeinenenueM JIHK w3 kamHHYeckux mpoO COBMECTHO C MpPEABAPHUTEIHLHO BHECEHHBIM HEKOHKY-

PEHTHBIM BHYTPEHHUM KOHTPOJBbHBIM oOpasnom (BKO).
2.2. CocTaB Habopa:

A - TIOJIOXKUTENbHBIH KOHTpoabHBIH o60pazen (IIKO) - Ha ocHoBe mumazmuanHoit JHK co
Bcrpoiikoid pparmentoB JJHK psga BupycoB mamunimombl denoBeka, B ToM dwucie JJHK BHY 31 u
A 33 tunos - 1 mpooOupxka (1,0 mi);
- peaxuuonnas cmech gias HIP (PC), nuopunusuposannag - 10 npobGupok, kaxaaga Ha 10
ONpEACICHUN;

- pactBOp ansa BocctanosiueHnus (PB) - 2 ¢nakona (mo 2,0 mi).
3. AHAIUTUYECKHUE U IUATHOCTUYECKHUE XAPAKTEPUCTHUKH

3.1. UyscTtBuTenbHocTh - onpenenenue 100 xomumit JJHK BHY 31 u 33 tumos B cTaHmaprt-
HBIX o0pasnax mnpeanpusatus - 100%.
3.2. Cneuuduunocts onpenenenus JHK BHY 31 u 33 TunoB (mo cTraHAapTHOW maHenu

npeanpustus orpunarenbHbix JIHK-a3kctpakToB) - 100%.
A 4. MEPbBI TIPEJOCTOPOXHOCTH

Buumanue! HecoGioneHne NpuBeIéHHBIX HHKEe TPeOOBAHWI MOKET MPHUBECTH K MC-
KkaxxeHu1o pesyanratos IIIP.

4.1. IToreHnuanbHBI puck npuMeHeHus Habopa - kaacc 1 (I'OCT P 51609-2000).

4.2. Ilpu pabote ¢ Habopom cienyer cobmoaare CII 1.3.2322-08 «be3omacHocTh paboOTHI C

Mukpoopranuzmamu 1II-1V rpynn nmaToreHHocTH (OMAacHOCTH) M BO3OYAUTENSIMH MHapa3uTapHBIX
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OoJie3HEN».

4.3. lna npegoTBpalleHUs] KOHTAMUHAIIUM HEOOXOJUMO TEpPUTOPUATBHO Pa3JelsITh ITAIbI
Beraesnicaus JJHK u mocrtanoBku IIL[P cormacao MY 1.3. 2569-09 «Opranusanus padboTsl abopa-
TOpHUH, HCHOAB3YIOMUX METOJbl aMIIH(UKANKA HYKIEHUHOBBIX KHUCIOT HpU paboTe ¢ MaTEepUANIOM,
coJepKalmuM MUKpoopranu3dmsl [-IV rpynm maTtoreHHOCTHY.

4.4. Ilpu pabore ¢ HabopoM cliefyeT HaAeBaTh OJHOPA30BbIC MEAUIINHCKHUE MEPUATKH.

4.5. Kaxgoe pabodyee MeCTO JOJKHO OBITh CHAa0XXEHO COOCTBEHHBIM HAaOOpPOM MHUIETOK Ie-
peMeHHOro o0beMa, HEOOXONMMBIMH BCIIOMOTATEIbHBIMU MaTepHanlaMu U obopymoBanuem. 3a-
Impelaercs UX nepeMeleHue Mex a1y pabouuMHu MEeCTaMu.

4.6. lns mpoBeAeHUs peakuuu aMniaupuxkanuu c gerexknueit npoaykros I[P B pexume pe-
a7bHOT'0 BPEMEHU HEOOXOAUMO HUCIONB30BATh TOJIBKO OJAHOPA30Bble HAKOHEUHUKH C QUIBTPOM IJs
MUIETOK.

4.7. He nonyckaeTcsi UCTOJIb30BaHWE OJHUX U Te€X K€ HAKOHEYHUKOB MPHU N00ABICHHUU pas-
HBIX 00pa3IoB.

4.8. Ilocne okoHYaHUs paboOT sl NpeJOTBpPAIlEeHUS] KOHTAMHHALUU paboyne MOBEPXHOCTHU
JTaMHUHAapHBEIX OOKCOB M J1a0OpPaTOPHBIX CTOJOB CIEAYyeT MOABEPTHYTH JCHCTBHUI0O OaKTEPHIIUIHBIX
Y® gamn B TeueHue 1 gaca. 3atem o6paboTaTh periaMeHTHUPOBAHHBIMHM CAHUTAPHBIMH NPaBUIAMU
Ie3MHPUIUPYIOIIUMHU cpeacTBaMu (takumu, kak: 0,2% pactBop HAII-2T; 1-3% pactBop «dunadaky;

W 0,5% pactBop «Jluzapun»; 0,5-1% pactBop «MHECTpanby).

4.9. Bce ucnonb30BaHHbIE OJHOPA30BbIE MaTepuanabl NOJABEeprare 00paboTKe AE3UHGULU-

PYIOIIUMHU CPEACTBAMHU C MOCJIEAYIOMEeH yTuin3amuen.

5. OBOPYJOBAHUWE U MATEPHUAJIBI

- amnnudukaTop ¢ PIyopecleHTHONW JEeTEeKIMed B peXKUMe pealbHOTO BPEMEHH POTOPHOTO
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbett Research, Amctpanus), «Rotor-
Gene Q» (dupma Qiagen, 'epmanus) unm miaHmeTHoro tuma: «iQ iCycler», «iQ5 iCyclery,
«CPX96» (pupma Bio-Rad, CIITA), «AT-96» (OO0 «HIIO AHK-Texuomorus», Poccus) unu ux
aHaJor;

- IIIIP-0okc unu oTAenbHBIH cTOJ, ocBeumaeMbli Y ®-namnoit (Hanpumep, «LukmnoTemm»
¢upmer CIT «PTC», Poccus);

- XONOAUJBHUK OBITOBOW, MOJNEPKUBAIIUN TemnepaTtypy ot 2 no 8 °C;

- mukpoueHtpudyra tuna «Eppendorf MiniSpin» (dupma Eppendorf, I'epmanus);

- THUIETKH MOJyaBTOMAaTHUYECKHE (I03aTOPHl MEXaHHMYECKHWE) ONHOKAHAJIBHBIE C IEPEMCH-
HBIM 00BEMOM, CO CMCHHBIMH HakKoOHedyHUKamu (¢pupma Jlemnuner, Poccus; ¢pupma Biohit, dun-

JNSTHANSA );
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- mepYaTKd MEIHIMHCKHE OJHOpPa30BBIC HECTCPUIBHBIC HEONMYAPEHHBIEC JIAaTCKCHBIE WU HE-
onpeHoBrie (mepuatku «NeoTouchy, pupma Ansell HealthCare, I'epmanus);

- OZHOpPa30BBIC HAaKOHEYHHKHU IJIS MUIETOK C 3aN[UTHHIM (UIBTPOM /a’po30JbHEIM Oapbe-
pom/ (pupma FinnTip, ®uHnsaaus);

- LITATUBHI I MUKpONpoOupok BmecTuMocThio 1,5 mu, 2,0 ma u 0,2 ma (pupma XenukoH,
Poccus);

-nipobupku gusg [P BmectumocThio 0,2 ma (pupma Axygen, CUIA) mim aHamorudHeie;

- KOHTeWHep s cbpoca orxonoB (Hampumep, «KoHTteliHep i cOpoca OCTpOro HHCTPY-

MmeHTapus - EK-01», pupma KM-IITPOEKT, unu aHamoTu4HbI#).
6. AHAJIMBUPYEMBIE OBPA3IbI

HAns aHanmsa MCHONB3YIOTCA MpoOH BeiaeneHHo# JHK, momydeHHBIE M3 KIMHHYECKOTO Ma-
Tepualia ¢ noMmouibo HabopoB: «Peanbect IHK-3kcnpecc», «Peanbect AHK-3kcTpaknusa 1», «Pe-
anbect JHK-skctpakuus 3», «Peanbect skctpakuus 100» cornacHo MHCTPYKLUSM IO NMpUMEHeE-
HHUIO COOTBETCTBYIOUIUX HabOPOB.

Kaxnas rpynma o6pasmoB, mpoxonsmias uyepe3 mpouenaypy Beigenenus JHK, momxHa co-
JepXKaTh MOJOXUTENbHBIH KOHTpoIbHBIN o0pasen (IIKO) u oTpunaTenbHbli KOHTPOJBHBINA 00pasen
(OKO), xoTopslii siBIsieTCA KOMIOHEHTOM Habopa nus Beigenenus JHK.

A Ecnu nmo mpoBenmenms ananmsa oOpasnsl BeipeiaeHHoid JJHK xpanumnuce B 3aMOpOXEHHOM
BHUJE, pa3MOPO3UTh UX U BhIAEpkaTh He MeHee 30 MUHYT npu Temueparype ot 18 go 25 °C.
Brigenennyrw JHK xpanute npu temnepatype ot 2 1o 8 °C He 6ojee 2 CyTOK.
[MonoxutenbHblii KOHTpONbHBIN oOpaszen (IIKO) mocne BckpbiTUS (lIaKOHA XPaHUTH IMpHU

temnepatype oT 2 no 8 °C He Ooxee 1 mec.
7. NPOBEJEHUE AHAJIN3A

7.1. IloaroTOBKAa KOMIOHEHTOB Habopa
[Mepen nayamoMm paboThl H3BIeYb HAOOpP W3 XOJONMIBHHKA, BCKPBITH YHMaKOBKY, O0TOOpaTh
Heo0X0AMMOE KOJHWYEcTBO (MO YHCIy MOATOTOBIEHHBIX Npob, Bkitoyas koHTpoau: 1 OKO u 1
[NKO) npobupok ¢ peakuuonnoii cmecbto ans I[P (PC) u BeipepxaTh ux npu temmneparype oT 18
no 25 °C ue menee 30 MUHYT.
Buumanne! 1 mnpoOupka ¢ PC paccuntana Ha 10 npo0o.
OcraBminecs HEMCHONb30BaHHBIMH NpoOupku ¢ PC ymakoBaTh B He(JIEHOBBH MaKeT ¢ OCYIIHU-
TeJeM, yIaJuTh U3 Hero JUIIHUK BO3AYX U IJIOTHO 3aKPbITh 3aKUM.
[Tocne mepBOro BCKPBITUS YNakoBKH cpok rogHoctu PC cocrtaBiager 3 mecsla npu TeMIeparty-

pe xpanenus ot 2 1o 8 °C.
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B npobupky c peaknuuoHHoi cMmechro aius '[P (PC) nobasute 300 MKy pacTBOpa AJsl BOC-
cranoBienus (PB), akkypaTHo mepeMemaTsh, BelAEpkaTh 15 MUH npu Temmnepartype ot 18 mo 25 °C,
Mocje 4ero BHOBb THIATENbHO MepeMemaTrb. KopoTkuMm 1neHTpudyrupoBaHueM COPOCHTH Kaljiu cO
CTEHOK MPOOUPOK.

[Tocne BoccTaHOBIEHUS XPaHUTh PEAKLUHOHHYIO cMech Ipu Temmepatype oT 2 go 8 °C He
6omnee 2 Henens.

PacTtBOp nnsa BoccranoBineHus (PB) mocne BckpriTHA (iIakoHa XpaHUTH NPH TeMIlepaType OT
2 1o 8 °C He Oonee 3 MecsLeB.

7.2. OToOpaTe u moAmucaTth HEOOXOAMMOE IS pabOTH KOIMYECTBO MPOOUPOK BMECTUMO-
cthio 0,2 Ma (MO KOJMYECTBY HCCIAENYEMBIX 00pa3IoB, BKIOYas HEOOXoauMble KOHTpoau). HeoO-
XOJIMMO YYHUTBIBATh, YTO KaxkJgas MHAUBHUIAYyalbHas noctaHoBka [P momxna comepxkars 1 OKO u
1 ITIKO.

Buumanme! [ns amMnnudukaTOpoOB POTOPHOrO THUINA HANMUCH CJIEAYyeT pacholiaraTh Ha
KpbILIKax NpoOUpOK.

Hns aMmniaupuKkaTtopoB MIaHIIETHOTO TUIMA HAANMUCH CIeJyeT pacrnojaratb Ha O0KOBOH uac-
TH IPOOUPOK.

7.3. Bo Bce mpoOUpPKH MUMETKON C HAKOHEYHUKOM ¢ DPUIBTPOM BHECTU MO 25 MK peakiu-
onno# cmecu nus TP (PC).

A 7.4. 3aTeM B KaXJyl MPOOUPKY BHECTH 25 MKJI COOTBETCTBYIIIETrO pacTBOPA BHIJCICHHOU
JAHK, ucnonp3ys niis Kaxjaoro o0pasna MHAMBUAYaIbHBIH HaKOHEUYHHUK. [IIOTHO 3aKpbITH IpoOUp-
KU KPBIIIKAMH.

7.5. lTomecTuTh NpoOUPKHU B aMIIU(PUKATOD.

7.6. 3anporpammupoBaTh npubop mus npoBenenus amnnupukanuun JHK cmenuduueckux
¢dparmenros JJHK BITY 31, JHK BIIY 33 u JJHK BKO, u gerekuuu curHanoB (IyopecIeHIIUU.
[IporpaMmMupoBanue aMmniudukaTopa MPOBOAUTH B COOTBETCTBUHU C MHCTPYKIUEH K NMpuOOPY.

7.7. 3anporpaMMHUpPOBaTh MPOTOKOJ MPOBEACHHUA PEAKIHMU aMIIU(PUKAINU:

-nns npubopoB «Rotor-Gene 3000», «Rotor-Gene 6000» u «Rotor-Gene Q»:

1 cragus: 50 °C - 2 wmuH;
2 cragus: 95 °C - 2 wMmuH;
3 cragus: 50 nukaoB (94 °C - 10 cek, 60 °C - 40 cex);

-nas npubopos «iQ iCycler», «iQ5 iCycler», « CFX96» u «AT-96»:

1 cragus: 50 °C - 2 MuH;
2 cTagus: 95 “C - 2 wmuH;
3 cragus: 50 mukaoB (94 °C - 10 cek, 60 °C- 20 cex);

Usmepenue payopecueHuu s Bcex npubopos npoBoauts npu 60 °C.
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7.8. BeiOpaThs KaHaANBl JeTeKIUU pe3yiabTaToB ammuaudukanuu JHK BIIY 31, JHK BIIY 33
u JTHK BKO;

Jns peructpanuu nponecca amnnupuxkanuu JHK BKO cnenyer BeIOpaTh KaHal JETEKIUH
«PAM» (mans mpubopos «iQ iCycler», «iQS5 iCycler», «CPX96», «AT-96» u «Rotor-Gene 3000»),
«Green» (ans npubopoB «Rotor-Gene 6000/Q»).

Hns peructpanuu mpouecca ammnudukanuu JHK BIIY 31 ciaemyer BrIOpaTh KaHal NETEK-
unu «JOE/Yellow» (ans mpubopos «Rotor-Gene 3000/6000,Q»), «HEX» (ans nmpubopos «iQ iCyc-
lery, «iQS5 iCycler», «CPX96» u «AT-96»).

n Hdns peructpanuu nponecca ammaupukanuu JHK BHY 33 cnenyer BrOpaTh KaHal AeTeK-
nun «ROX» (mus mpubopoB «iQ iCycler», «iQS5 iCycler», «CPX96», «AT-96» m «Rotor-Gene
3000»), «Orange» (mus npubopoB «Rotor-Gene 6000/Q»).

7.9. 3amporpaMMHUpOBaTh MHOJIOXKEHHUE HNPOOUPOK C HCCIEAYEMBIMH O00pa3laMu, MOJIOXU-
TENbHBIM M OTPHULATEIbHBIM KOHTPOJISIMH COTJIACHO MHCTPYKIUH K HUCIOIb3yeMOMY Npubopy.

7.10. 3anycTUTh mporpaMMy U IPOBECTH pEaKLHUI0 aMIIH(GHUKAIUU C perucTpanueit ¢guayo-

PECLIEHIIMU B PEXHUME PEAIBHOTO BPEMEHH.
8. PETUCTPALIUA PE3YJBTATOB

[Ipu npumenenuu Habopa c¢ amnaudukaropamu «iQS5 iCycler», «CPX96» u nporpamMmmoii

«Peanbect nuarmoctuka» mporpaMMa MPOBOAUT BCE ONEpalud MO aHAIU3Y, OTOPAaKOBKE M BBIUKC-
JIEHUSAM PEe3yJIbTaTOB.

n [Ipu ucnonap30BaHUM JPYTUX aMOIU(PUKATOPOB ydeT Pe3yJIbTaTOB MPOBOJAUTH B COOTBETCT-

BUHU C pa3fenoM 9 maHHOW MHCTPYKIHH.
9. VUET PE3YJIbBTATOB

9.1. B nonoxurenbHoM KoHTpoabHOM oOpasue (IIKO) nporpamma goimxHa GUKCUPOBATH:

- Hapactanue curHana amnaudukanuum JHK BIIY 31 Ttuma (kanan «JOE»/ «Yellow»
/«HEX») u onpexnensite 3HaueHue noporosoro nukia CtHKO;

- HapacTtaHue curHaia ammuaunpukanuu JHK BITY 33 (kanan «ROX»/«Orange») u onpene-
nsaTh 3HaueHne noporosoro nukia Ct IIKO;

- Hapactanue curnaina ammaudukanuu JHK BKO (kaman «FAM»/«Green») u ompenensth
3HaueHHe nmoporosoro nukia Ct BKO.

9.2. B orpunarenbHoM KoHTpoJbHOM oOpasue (OKO) mporpamma momkHa (UKCHUPOBATH
Hapactanue curHana amminpukanuu JHK BKO (xanan «PAM») u onpenenste Ct BKO, npu stom
nporpaMMa He JOJDKHA perucTpUpOBaTh HapacTaHUS CUTHaja crneuu(UuUecKoro mpoAyKTa aMILIHU-
¢bukanuun IHK mo xkananam «JOE»/«Yellow»/«HEX» u «ROX»/«Orange».

9.3. B xaxnaoMm uccieayemMoMm oOpasie mporpamma J0JKHa (UKCUPOBATh HapacTaHUE CHUT-
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Hana ammuupukanuu JHK BKO (xkanan «FAM»/«Green») u onpenensite CtBKO.

9.4. Boruucauts (Ct BKO)cp kak cpennee 3uauenne Ct BKO Bcex anammsupyembix oOpas-
nos (Bxawuas [IKO u OKO). OtbpakoBke momiexar 3naueHus Ct BKO, ornuuaromuecs Oomee
yem Ha 2 ot 3uauvenus (Ct BKO)cp. IMocne or6pakosku mepecuutats (Ct BKO)Cp mns ocraBmuxcs
3HA4YEHUH.

9.5. AHanu3upyeMblii oOpasen cuMTaeTcs MOJOXKHUTEIbHBIM, conepxamum JHK BITY 31,
ecnu 15 9Toro obpasna 3HaueHue Ct mo kanany «JOE»/«Yellow»/«HEX» menpme unu pasuo 40.

9.6. AnanmusupyeMblii oOpazen cCUMTaeTCs MOJOXKHUTEIbHBIM, coaepxkamum JHK BIIY 33,
ecnau ans 3Toro obpasna 3HaueHue Ce mo kaHany «ROX»/«Orange» MeHbme uau pasHo 40.

9.7. PesynbpraT aHanu3a o0Opasla cuuTaeTcs OTPULATEIbHBIM, €CIU AN 3TOTO 00pasna 3Ha-
yeHue C( nmo xananaMm «JOEx»/«Yellow»/«HEX» u «ROX»/«Orange» Oonsbme 40 unu He ompenens-
ercs.

Ecnu nng takoro o6pasua 3nauenne Ct BKO mpessimaer 3Hauenue (Ct BKO)cp Gonee uem
Ha 2, TO pe3yabTaT MO AJaHHOMY 00pa3ly He MOJJIEKUT aHAIHU3y M y4eTy Kak oTpuuartenbHbeiid. He-
00X0JAMMO MPOBECTU MOBTOPHBIN aHaAIM3 NAaHHOTO OOpasla, HauMHAas C dTama BhIJCICHHUS.

9.8. Ecnmu ngns OKO 3nauenue Ct mo kaHamam «JOEx»/«Yellow»/«HEX», «ROX»/«Orange»
MeHbIe uiau paBHO 40, TO 3TO CBUAETEIBCTBYET O HAJIWYUM KOHTAaMHHALUM B cucremMe. B stom
cllydae MOJOXHUTEIbHBIE PE3yJNbTaThl, NOJyUYEHHbIE B JaHHOW MHIAUBUAYyaldbHOW mocTaHoBke IILP,

" CUMTAIOTCS HEJNOCTOBEpHBIMH. TpebyeTcs MpeANpPUHITH MEPbl MO BBIABICHHIO U JUKBHIAIHUU HC-
A TOYHUKAa KOHTAaMHHAIUU U TIOBTOPHUTHh aHaJIM3 BCEX 00pa3lLoOB JaHHON MOCTAHOBKHU, AJA KOTOPBIX
MOJy4YeH MOJOXUTEAbHBIH pe3ynbpTaT. OOpasibl, aHAIU3 KOTOPBIX Jal OTPUIATEIbHBIM pe3yJsbTar,

ClIeyeT YUYUTHIBATh KAK OTpULlATEIbHBIE.
10. YCJIOBUS TPAHCIIOPTUPOBAHUSA, XPAHEHNA U IPUMEHEHUWA HABOPA

10.1. TpancnopTupoBaHue Habopa IOJKHO MPOBOAUTHCA Hpu Temmeparype oT 2 no 8 °C.
HonyckaeTcs TpaHcopTupoBaHue npu Temunepatrype ao 25 °C He Oosnee 10 cyTok. 3amMopaxuBaHHE
Habopa He JomycKaeTcs.

10.2. XpaHeHue Habopa B yNmaKoBKe MPEANPHUATHA-U3TOTOBUTEIS JOKHO MPOBOAUTHCS HPH
temneparype oT 2 1o 8§ °C B TedeHHE BCEro CPOKa TOAHOCTU. 3aMOpa)xHBaHUe Habopa He JOHYCKa-
eTcs.

10.3. Jns monydeHus HaAEXKHBIX pe3ylbTaTOB HEOOXOAMUMO CTporoe coObOlitoeTe JaHHOMU
WHCTPYKIHMH IO IpUMEHEHUI0 Habopa.

10.4. 3anpemaeTcss UCOIb30BATh KOMIIOHEHTHl U3 HaOOPOB pa3HBIX cepHil.
11. TAPAHTHUHU U3IOTOBUTEJIA

I[IpennpusaTHe-U3TOTOBUTENb TapaHTHPYET COOTBETCTBHE Habopa TpeOOBaHUSIM TEXHHUUE-
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CKHUX YCJOBHUH NpHU COONIOJEHHUU YCIOBUM TPAaHCIOPTUPOBAHUSA, XPaHEHHUS M NPUMEHEHHUs, ycTa-
HOBJICHHBIX TEXHUYECKUMH YCIOBHUSAMH M HacTOSL[EH MHCTPYKIHEH MO MPUMEHEHHUIO.

Cpok ronHoctu Habopa - 12 mecsueB co IHs BBIIyCKa.

Ho Bompocam, kacamimuMcs kadectBa Habopa «Peanbect JJHK BITYU 31/33», caenyet 00-
pamarscs B 3AO «Hexkrop-becT» no agpecy:

630559, HoBocubupckas obnacts. HoBocubupckuii paiioH, m. Kojh.hobo, a/a 121,

ten. (383) 336-73-46, 332-37-58, ten./dpakc (383), 336-60-30, 332-67-52.

E-mail; vbobtk(~vcctor-best.ru.

HagyanbHuK oTaeacHUSI

3A0 «Bekrtop-becT» A.B. Tpyxuna

JupekTop HO NPOU3BOACTBY

3A0 «Bektop-becT» B.K. Tkaues

«COT'TACOBAHO»

c 3aB. kKaeapoil KIMHUYECKOHU
nabopaToOpHOW AUATHOCT
C 'bOY AHO PMAHQ
MunsnpaBcoupa3pum”' npocdeccop Jonros B.B.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[TpOLLHYPOBaHO,NPOHYMTPOBAHO

/"CKperJIeHOneaThio
P,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



