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Hacrosmas meTomuka pacipoctpansercs Ha npuGopsl Aist NPOBEAECHMS NOJIMMEPA3HON LEHOM
peakuun «MIC», koTopele npeHa3HAYEHEI /LIS H3MEPEHHH MacCOBOM J0/H (bparMeHTOB
LIeJIeBO# e30KcHpruOoHyKIenHOBO#M KucnoTs (JIHK) — koreuHOrO IPOAYKTa IOJIHMEPa3HOM

uenHo# peakuuy (I1LIP) — 8 JIHK uccnenyemoro o6pasna.

ITpubops! moanesxaT nepBHYHOM ¥ NIEPHOTMYECKOI TOBEPKE.

HWnreppan mexny nosepkamu — 1 roz.

1. Onepanun nosepku

O6nbem 1 mocreIoBaTebHOCTS ONepalHii TOBEPKH yKa3aHsl B Tabume 1.

Tabmna 1
HaumenoBanwme onepanuu Homep nynkTa, B |O6s3aTebHOCTE IPOBEICHAS
KOTOpOM onepauuu
H3JI0JKEeHa [Ipn IIpu
METO/IHKA NEPBHYHOH |NEPHONHYECKOH
TIOBEPKH IIOBEpKe MIOBEPKE
1. BHemmnii ocMoTp m 7.1 Ha Ha
2. OnpoboBanwue n 7.2 Jla Jla
3. TloaTBepX/ICHHE COOTBETCTBHS o 7.3 Jla Jla
IPOrpaMMHOr0 obecneyeHHs
4. OnpenieneHre METPOJIOTHYECKHUX
XapaKTePHCTHK:
4.1. Onpenenerne OTHOCHTENBHOM m 7.4 Ha Ha
NOrpemHOCTH M oTHOcuTensHOro CKO
CITy4aWHOM COCTaBIIAIOMEH OrPELIHOCTH IIPH
H3MEpEeHHH MaccoBo# 1o 'MO con
merozaom ITLP
Ilpy monyyeHHH OTpHIATENBHBIX pPEe3y/IBTATOB NpPH IPOBEJCHHH TOH HIH HHOM

omnepanyy JanbHelInas moBepKa MpeKpamaeTcs.

2. Cpeacrea noBepku

2.1 Tlpu npoBeIeHHH NOBEPKH IPHMEHSIOTCS CPEICTBA H3MEPEHHH B 06opynoBaHHe,

npejicTaBjIeHHOe B Tabnuue 2.

Tabmuua 2

HaumeHnoBauue | Xapaxrepucruxu

CranzapTHEIe 00pa3isl

I'CO 9866-2011 cocrara JTHK cou (KOMIUIEKT I'M-
COs-BHUMM). HopmmupoBaHHas MeTpoOJOrHgecKas
xapaktepuctika ['CO - wmaccoas goms JIHK
reHETHYECKH MOJH(HIHMpoBaHHO# cou uHEHH 40-3-2 B
JAHK HaTypaneHOH COH C rpaHHIIAMH OTHOCHTEIBHOM
norpemHocTH (npa P=0,95) + 12 %

I'CO 9866-2011

Cpencrsa H3MepeHHi H BCIOMOTaTeIbHOE 060pYI0BaHHE

Jlo3atop mexanudeckuii 1-kaHaBHBIH ¢ BappupyeMbiM [Per.Ne 43129-15
obremoM pmoszupoBanus Texno JTIOIT 1-1-10 ¢upwmsi|/Juanason
AO "TEPMO ®UIIEP CAUEHTU®UK" (1,0...10,0) mMxcn

obnéma JIO3HPOBaHHS




Jlo3zaTop Mexanuyeckuii 1-KaHATBHEIA C BapEHPYEMBIM
o6beMoM no3uposanns Texso JITTOIT 1-20-200 dupmer

Per.Ne 43129-15

upmbl AO "TEPMO ®UIIIEP CAMEHTU®UK"

H Jluanazon ob6Béma JIO3HPOBaHHUA
AO "TEPMO ®HUIIEP CAMEHTU®UK" (20,0...200,0) mxn
Hlo3atop mMexanmyeckuii 1-kaHanbHbI ¢ BapsHpyeMs|Per.Ne 43129-15
o6bemMoM no3uposanus Texmo JIIOIT 1-100-1000|dnanason ob6béma NO3HPOBAHHS

(100,0...1000,0) MK

Ha6op n1s npoBenenus nonumepasHo# HemHOM
PEaKIiy B pexuMe peanbHoro spemenu (ITI[P-PB)
«AmmumaKBanT I'M cos-FL»

B coctaBe: [I[{P-cmecs-1-FRT I'M cos,
IIIP-6ydep-Flu, ITonumepasa (TagF),
ITIKO I'M cos 1 %, TE-6ydep, OKO

LlenTpudyra—soprekc Muxkpocnua FV-2400,

IpoHu3BozAcTBa Biosan

2800 o6/mMmH, 6e3 KpHINKH, C AByMs
poTopaMH, CHHHIt Kopiyc, 12/24 mecTa

IMIIP-60kc Biosan DNA/RNA UV-cleaner UVT/T-M-
AR

Boja nemonnzoBannas

UCO 3694-77 (OCT 11.029.003)

[Ipobupku 1,5 M1, THIA Dnmengopd

1.5 M

I[Ipobupku 0,6 M1, THNA DnneHaopb

0,6 Mn

[Ipobupku nns nposenesns IT[P MIC-Tubes u

KPBIIIKH K HAM

0,2 M, mocraBnsiorcs B cTpHmax mo 4
IITYKH

2.2 JlomyckaeTcss NpPHMEHATh CpPEJCTBA,

HE€ TPpHBEICHHBIE B MEpPEYHE, HO

obecrieunBaroIMe OnpeieieHHe METPOJIOTHYECKHX XapaKTEPHCTHK ¢ TPeOGyeMOi TOYHOCTHIO.
2.3 Bce cpezacTsa noBepKH JODKHEI HMETh JEHCTBYIONIME CBHIETENHCTBA O IOBEPKE,

Bce 'CO nomkHEI HMETh efiCTBYIOIpE MacnopTa.

3. TpeGopanns K KBATHQHKAIHH NOBEPHTEICH
- K pabore ¢ CO pomyckaercs mepcoHa, NpOMIEANHY CHENHUATBHbIA HHCTPYKTAXK H
uMeromEi onbiT nposeaeHns [11IP. Jlng nomydenus JaHHBIX 10 NOBEPKE JOMYCKAETCs y9acTHE
OIepaTopoB, 00CTYKHBAIOIMX MPHOOP (MO KOHTPOJIEM IOBEPHTEN).

4. TpeboBanus GezonacHOCTH

4.1. TpeGopanus 6e30macHOCTH JOJDKHBI COOTBETCTBOBATh PEKOMEHIAIMSM, M3JIOKEHHBIM B

PYKOBOJICTBE 110 3KCILTyaTalliK Ha NPHOOP.
4.2. Ilpa BHITIONHEHHWH MOBEPKH COOIIONAIOT MpaBHIa

TexHHKH Oe3zomacHocTH mpH pabore ¢

xaMudeckumMH peaktaBamu o I'OCT 12.1.007-76, TpeGoBanus snektpobesonacaoctd no FOCT
12.1.019-79 u noxapo6esonacuocta o 'OCT 12.1.004-91.
4.3. Tlo oxonyanuK aMIUTH(HKAKHK 0TpaboTaHHbIE IPOGHPKH YTHIH3HPOBAT B COOTBETCTBHH C

PEKOMEHIAaUMsAMH 1o opraAusamud [1[[P
«Opranun3auus paboTsl 1abopaTOpHii, HCIOIB3YIONIHX

naboparopuu,

cormacko MV 1.3.2569-09
METOJIbl aMIUTHQHKAIWA HYKIEHHOBBIX

KHCIIOT IpH paboTe ¢ MaTepHAIOM, COIEePHKalIiM MAKPOOpranuaMal -1V rpynm natoreHHOCTH.

S. YcnoBHs NOBEePKH H NOAr0OTOBKA K HEMH

IIpu npoBeeHUH NOBEPKH JOIKHEI GbITH COGIIOIEHBI CIIEIYIONIHE YCIOBHS:

6. IToaroroBka K moBepKe

TeMIiepaTypa OKpyXatomero Bozayxa: ot 18 mo 30 °C
OTHOCHTEJIbHAs BJIaXKHOCTh Bo3ayxa: oT 20 % mo 80 %
OTKJIOHCHHE HalpsKEHHs IMTaHUA OT HOMHHAIBHOTO 3Ha4YeHus (220 + 22) B

6.1 IloaroToBHTs YCTPOHCTBO K paboTe B COOTBETCTBHH C TEXHHYECKOH IOKyMeHTaumeit

(HPMBI-H3rOTOBHTEIA.

6.2 [loaroToBHTL HAGOPEI PEAreHTOB B COOTBETCTBHH C HX HHCTPYKIHSIMH 110 IPHMEHEHHIO.
Ioarorosuts nmpobupky (1,5 M1 1 Goiee) Uis IPATOTORJIEHHAS PEAKIIMOHHOM CMECH.




6.3 TIlomroroButs u mommucate 4 wmukponpobupku (0,5 wma) s [IPHIOTOBIECHHA
rpagyupoBo4HsIX pacTBopoB (C1, C2, C3, C4).

6.4 IloaroToBHTs 36 MEKpOTIPOGHPOK (9 cTpHnOB) st mpoBeaerus [11P.

6.5 IloAroToBATH OXJIA%AAEMbIH IITATHB HJIH JeISHYI0 6aHI0: BO BpeMH NPOBeIeHHS
manEnyIsnHA CO H peakTHBLI 10/KHBI HAXOAUTHCS PH TeMIepaType He Beime +4 °C,
NpH nNpoBeleHnH pasbasienns Boaa u 06pasnel CO 10/KHBI HMETh 0JHHAKOBYIO
Temmeparypy!

6.5 IIpHrOTOBHTH PEaKIIHOHHYIO CMEC.

6.5.1 Pasmoposuts 4 npo6upku ¢ [MI[P-cMecsio-1-FRT I'M cos (1 mpoGupka paccunTana
Ha mocraHOBKY 10 peakmwmii). Ilepememars Ha nenTpubyre-Boprekce W COPOCHTH KaIUTH C
MOMOIIBIO KPATKOBPEMEHHOTO EHTPU(YTHPOBAHHS.

6.5.2 Jlna mpoBenenus 36 peakumii CMEImaTh B OT/ENBHOM npobupke 370 mxn ITLP-
cMecu-1 - FRT I'M cos, 185 mxux IML[P-Gydepa-Flu, 18,5 mxn nomamepass (TagF) u 192 Min
JEHOHH30BaHHOH BOJIBI.

6.5.3 [lepememath cMech Ha BOPTEKCE, OCATMTh KPATKOBPEMEHHBIM LIEHTPH(YTHPOBaHHEM

H BHeCTH 10 20 MKJI B COOTBETCTBYIOIIHE MHKPONPOOHDKH NOArOTOBIEHHBIE mO m. 6.4
HCIIOJIB3Ysl TUIIETOYHBIE 03aTOPEL

6.6 IIpHrOTOBHTH rpaIyHPOBOYHBIE PACTBOPHIL.

J11s IPHTrOTOBIEHHS TPAJYHPOBOYHEIX PacTBOpoB ucnomissyercs I'CO «I'M-COSI-BHUUM-5»
H €ro mnoclefoBaTellbHbIe pa3BeIcHHS B JICHOHM3MpPOBaHHOH Boxe. Jlns mocTpoeHHs
IPalyHpOBOYHEIX KPHBBIX HCIOJIB3YIOTCS CIIEAYIOIIHE IPaJyHPOBOYHEIE PACTBODEL:

Tabmuua 3
Onucanue Yucio MONEKyYII B 5 MKII,
YCIIOBHO
Harypansnas | I'M cos, kaHan
Ccosi, KaHa OIpe/eIeHHS
onpeneneHus | 3enéHbii /
KenTerit OpaHKeBbIi#
(HEX™) (FAM™/
ROX™)
Cl1 | «I'M-COsA-BHUHUM-5» 1000 50
C2 | C1, pasBenennslii Bonoii B nponopimu 1:2 (B 3 pasa) | 333 16,7
C3 | C2, pasBenennbIi Boo# B nponopiuy 1:2 (B 3 pasa) | 111 5,56
C4 | C3, pa3BenenHslii Bozoii B nponopuuy 1:2 (B 3 pasa) | 37 1,85

* B 3aBHCHMOCTH OT HCTIOIB3yeMoro Habopa s [P

6.6.1 Pa3moposuts npobupky I'CO 9866-2011 «I'M-COSA-BHUHUM-5», BeLIEpXaTh
npu Temneparype oT 0 °C po + 4 °C no monHOH pa3MOpO3KH, THIATEIHHO
nepeMeInarh Ha HeHTPHYTe-BOpTeKce He MeHee 5 CEKyHJ M IeHTpH(YTHpPOBaTh
B TEYEHHE HECKOJIBKUX CEKYH]I /Ul cOpoca Kamnelb.

6.6.2 TIlepemectm 48 mkn pactBopa I'CO u3 npobupku «I'M-COS-BHUUM-5» B
npobupky C1 (mo m. 6.3.).

6.6.3 B npobupke C2 (no n. 6.3) cmemars 16 mxn 'CO «'M-COSI-BHUHUM-5» u 32
MKJI JICHOHH30BaHHOM BOJIBL, NOJY4YEHHBIH pacTBOp NepeMeniaTs Ha ueHTpudyre-
BOPTEKCE HE MEHee 5 CeKyHJ M LEeHTpH(YrupoBaTh B TE€YE€HHE HECKOIBKHX
cexyHz s cOpoca Karens.

6.6.4 B npobupke C3 (no n. 6.3) cmemars 16 Mk pacTBopa u3 npobupku C2 u 32 MKI
JIEHOHH30BaHHOH BOJBI, TONYYEHHBIH pacTBOp NepeMmemars Ha LEHTpH(yre-
BOPTEKCE HE MEHee 5 CeKyHJ W NEeHTPH(YTHpPOBaTh B TEYEHHE HECKOIBKHX
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CeKyH]1 Julsi cOpoca Kanelb.
6.6.5 B mpo6upke C4 (mo 1. 6.3) cmemars 16 Mkn pacTBopa 3 npoGupku C3 u 32 MK
ACHOHH30BAaHHOH BOJBI, TOJNYYEHHBIH DacTBOp NepeMelaTh Ha HEeHTpHdyTe-

BOPTEKCEe HE MEHee 5 CEKyHJ M LeHTPH(YrupoBaTh B TeYEHHE HECKOIBKHX
CeKyH A1 cOpoca Kanels.

Ilpameyanve. Jlanasie 06BeMBI yKa3aHbl HCXO/s U3 4-KPAaTHOTO MyGIHPOBAHHS IS KAXIOTO 3
4-X peaKIHOHHBIX PacTBOPOB.

6.7 TIoArOTOBHTH MONOXKHTEIbHEIA KOHTPOJIb, OTpHLIATENbHEIH KOHTPOIb H KOHTPOJIGHBIE
obpasusl.
6.7.1 Pa3mopo3ute npoOHPKY MONOKHTEIBHOIO KOHTponbHOro obpasma (ITKO) u3
Habopa «Cosa GTS 40-3-2 xomadecTBo», BeLAEpxkaTh npH Temneparype ot 0 °C o + 4 °C
D0 TOJHOH pa3sMOpO3KH, TIIATENEHO NepeMelnarh Ha HeHTpu(yre-BOpTEKce HE MEHee 5
CEKYH/I M EHTPU(YTHPOBATh B TEUCHHE HECKONIBKHUX CEKYHJI U1 cHpoca Kameis.
6.7.2 Pa3mMopo3uTh IpOGHPKY OTPHIATENEHOTO KOHTPOIBHOrO 06pasua (OKO) u3 Habopa
«Cos GTS 40-3-2 xomudecTBO», BBIepxkarh npu temmeparype ot 0 °C mo + 4 °C mo
TIOJTHOH Pa3sMOPO3KH, TINATENHLHO MepeMemaTh Ha HEeHTpHQYyre-BOpTEKCe HE MeHee 5
CEeKYH/l H HEHTPH(YTHPOBATh B TeUCHHE HECKOJIBKHX CEKYHJI JUis cOpoca Karmeb.
6.7.3 Pasmopo3ute mpobupky I'CO 9866-2011 «I'M-COS-BHUHUM-1» (K1,
HccnenyeMbli obpasen), Beiiepxkath npu Temmeparype ot 0 °C o + 4 °C mo momHoi
Pa3MOpO3KH, TIIATENLHO NEPEMENATh Ha HEHTPU(Yre-BOPTEKCE HE MeHee 5 CeKyHI M
UEHTpH(YrHpOBaTh B Te4CeHHE HECKOIBKHX CEKYHJI JUIs cOpoca Karnelsb.
6.7.4 Pasmopozuts mnpobupky I'CO 9866-2011 «I'M-COSI-BHUUM-0,1» (KO,1,
Hcenenyemei obpasen), Beiaepxkars npu temneparype ot 0 °C mo + 4 °C no momnHoi
Pa3MOpO3KH, THIATENBHO NEpPEMENNATh Ha IEHTPH(]YTe-BOpTEKCe He MEHee 5 CeKyHI M
IEHTPH(YrHpOBaTh B TEYeHHE HECKONMBKAX CEKYHJI IS cOpoca KamneJs.

7. IlpoBeaenHe NOBEPKH
7.1 Bremnui ocMoTp
IIpu BHEIIHEM OCMOTpE yCTaHABIMBAIOT:

. COOTBETCTBHE  KOMIUIEKTHOCTH  MOAyJAeH  TpeOOBaHMAM  TEXHHYECKOM
JIOKyMEHTAIlHH;

. YETKOCTh MapKHPOBKH;

. HCMPaBHOCTh MEXAHH3MOB H KPENEXHBIX JETalCH.

VYCTpOHCTBO CUMTaeTCA BBIAEPKABIIAM BHEIIHHH OCMOTP, €CIH OH COOTBETCTBYET
MEPEYHCIIEHHBIM Bblllle TPeOOBAHHAM. YCTPOHCTBO C MEXAaHHYECKHMH MOBPEXKICHHSMH K
MOBEPKE HE JOMYCKAKOTCH.

7.2 OnpoboBanue

B cooTBeTcTBHH ¢ yka3aHHsAMH PyKoBOACTBA MO 3KCIUTyaTall¥ BKIFOYHTH Ipubop. Pesynbrarhl
npoBepkH oOmel paboTocnocoGHOCTH NpHOOpa CYHTAIOTCS MONOXKHTEIBHEIMH, €CIH IIPH
H@KaTHH KHONKH BKIIOYEHHS Ha 3aqHed naHenu npubopa paszzmaercs 3BYKOBOM CHTHAI H
HHIMKATOp TOPHT CHHHM. B cilydae WHOH NMOACBeTKH MHIOMKATOpa (3eNEHBIM MM KpacHBIH)
1oBepKy NpHOOpa NPOBOJHTE HENb3A.

7.3 IloATBEpX/IEHAE COOTBETCTBHS IPOIPAMMHOIO 00ECIICYEHHS.

Onepanus «[loaTBepikaeHHEe COOTBETCTBHS IMPOrPaMMHOTO OOECIEYeHHs» COCTOHT B
OIpe/IENICHHH HOMEPa BEPCHH aBTOHOMHOTO NPOrPaMMHOI0 00eCTIeYeHHS.

ABTOHOMHO€ IporpaMMHOe obecniedeHne 3amycKaeTcs NpH HaXaTHH Ha UKoHKY «micPCR» Ha
pabodeM cTone ynpaBisiomero KOMIbTepa (YCTPOKCTBO I0KHO OBITH BKIIOYEHO).

[Ipocmorp Bepcuu asroHoMHOro I[10 «micPCR» mis ycrpoiicts «MIC» mnpoHcxoauT
cnenyrommM oOpasoM: 3amycTHTh mnporpamMy «micPCR» monb3oBateneM ¢ mpaBamMu
AJIMMHHCTpaTOpa, HaxaThb Ha kHonky «Help»
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IIpocMOTp BepcHM MPOIMBKH JOCTYIEH TONBKO IIPH NOAKIOYEHHOM npubope, B Menio [Tpubop
-> CpoiictBa (Properties).

YCTpOACTBO CcYMTAETCS NPONIENNIHM IOBEPKY, €CIIH HOMEpP BEPCHH COBIAZAET C HOMEPOM
BEPCHH HITH BBILIE HOMEPA BEPCHH, YKa3aHHOIO B OIIMCAHHH THIIA.

7.4 Onpe/ieieHHe METPOJIOTHYECKHX XapaKTEPHCTHK.

7.4.1. B xaxayo aHaTH3HpyeMyiO0 NpoOUpKy BHECTH 20 MKJ PEaKIHOHHOTO pacTBopa H 1o 5

MKI 00pa3sua/kamubpoBOYHOro pacTBOPa/OTPHLATENLHOIO KOHTPONSA B COOTBETCTBHH C
Tabmuuei 4.

Tabnuna 4.
O6pazen KomuuectBo npobupok JlobGaBseMeIit pacTBOp
Cl 4 Cl
C2 4 C2
C3 4 C3
C4 4 C4
K1 12 «'M-COS-BHUHUM-1»
K0.1 4 «'M-COS-BHUHUM-0,1»
ITKO 2 Cos GTS 40-3-2 konugecTBO
OKO 2 Cost GTS 40-3-2 xonuyecTBoO

7.4.2. 3axpeiTh NpOOHPKH KDHINKaMH W IOMECTHT: HX B POTOp NpuGOpa B Clexyiomei
nocnenoearensbHocTd: Cl — 4 mr., C2 — 4 mr., C3 — 4 mr., C4 — 4 mr., K1 — 12 mt., KO,1 — 4
wt., [TKO - 2 mt., OKO — 2 m. 3akpeits nputop.



7.4.3. 3anporpaMMHpoBaTh NpHOOpP IS  BHIIONHEHHS COOTBETCTBYIOIIEH IPOrpaMMel

aMIIAQHKAIHA | JETEKTHPOBAHAS ()IIyOPECHEHTHOTO CHIHANA W IPOBECTH [TLP-peakuuio B
PEXHME PEabHOrO BPEMEHH:

7.4.3.1 B neBom BepxHeM yrily Ha)kaThb Ha HKOHKY «New» BbIOpaTh «Assay»

vt micPCRY280

-_— o x
G.ﬁ Lo Ml
Heip S Ope
: % o
F Run from Template |
& resxy
| B Propeat
- o x
€ mc MOOTIG -
e b

7.4.3.2 B nosBHBmeMCs OKHE Ha GOKOBOIi IaHe M clieBa BeIOpaTh «Information»

T micPCR 220 _ - %
o . iln H i MODOLA3 9
Help New Open Save Saeia L = 8
et et e o e e _'
Assay Information j
Chemistry Type  btrezsiating Dym v i
Targets Otsgormuziectider
Name ® Secone: Dye Neme 5 Label Seqmnce 3 Label o incioce
* Taget | H SYERS Green vix [Teomy Ve p—— -
H Unttind Assay - 1 Reverse Prmes v
Cescripton @ Lmpicon Length 0
7.4.3.3 B dpopme «Chemistry Type» Bri6pats «Dual Hybridisation Probes»
TS miPCRVZR0 N a -
e . ﬁ H b michGMtes @
Help New Open Save Samis T (|
Assay Information }
Chemitry Type Dual Hybrdiasonprobes _[i]
e calating Oye =
Targets Fydrolyss Probes Otigonuciectides
B W ecutar Beacan l J Name 5 Labe: Sequence 3 Label ¥ incide
il L Primess b 0% Unstes Acxay - 1 Fommaed Primer ~
! ~ Untitied Aszay - | Peverse Primer =
Targes Conor — | 3
Target Acceptor WEgE-1 v 7
Description .7

Ampion length 0

7434 B none «Targets» 3agare uMs kaHana «Yellow» ¥ B BHIIANAIOMEM MEHIO
BBIOpath ucnons3yemsi kpacutens «HEX™), nanee 3amats ums xanama «Greeny» /«Orange»”
H B BBINA/IAIOMIEM MEHIO BHIOpaTh HCNONIb3yeMbli kpacuTens «ROX™) /«FAM™,,*

*B 3aBucHMOCTH OT Henonb3yemoro Habopa s TTL[P



7.4.3.6 B nosBuBImEMCs OKHE 3a/1aTh IMKJIOTPAMMY CO CIE/IOIIMMH NapaMeTPaMH:
«Hold» 95°C for 15:00 min
«Cycling» 45 cycles

95°C for 10 s

59°C for 60 s + ycTaHOBHTH MOTyYeHHE NAHHBIX HAKAB HKOHKY KaMepsI -
* B 3aBHCHMOCTH OT HCTOMB3yeMoro HaGopa s 1P



0
7.4.3.7 Ha naHeqs HHCTPYMEHTOB HaXaTh MKOHKY «Save» H JUIA COXpaHEHHS
TNIapaMeTPOB IHKJIOrPAMMBI Ha XKECTKOM JHCKE KOMIBIOTEpA.

ORhak i
Heip  New

Open Save Save ds = = a

-

7.4.3.8 Bo BerUIBIBaKOMEM OKHE 3a/1aTh PACIIONOKEHHE H MM (aiina
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7.4.3.9 Ha nanenu WHCTPYMEHTOB HaXaTh MKOHKY «New» M BHIGDAaTh B BHIAZAIOMEM
MeH0 «Runy»



+ ' micPCRv2.8.0

.3‘ Run from Template !
& Assay |
Project

i

¥

7.43.10 B nosBHBmeMCH OKHE JOGAaBHTH COXPaHEHHIO IHKIOIPaMMy Ha GOKOBOIA
TIaHEJIH CIIeBa HaXKaTh HA HKOHKY «+» PSIIOM C BKJIJKOH «Assaysy»

Ofak ik
Help New OCpen Save Savels

-
No Instruments Found 5

-

743.11 B pemamatomem MeHI0 BbiGpats «Browse...» ®W BuiOpare (aitn panee
COXPaHEHHOM LMKJIOrPaMMBEI

7.} micPCRv28.0 = '®

b4

No instruments Found

Ol

4

Open muyitiple Sies from any selected folder.
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7.4.3.12 Ha GokoBoii nmaHenH clieBa BO ckiaake «Samples» 0603Ha4MT pacmonoKeHHe
o6pasuos u 3anarh MMs, THD oOpasua. B COOTBETCTBYyIOmEM KpacHTEeNIO CTONOLE 3ajaTh
KOHICHTpalHIo Kamibparopos. O6beIMENTL 06pasmsl B IPyNIb, 3a1aTh THI H KOHIIEHTPAIHH
IS NOCTPOEHHS. KAMMOPOBOYHBIX NPAMBIX B COOTBETCTBHH ¢ Tabmuuei 5. s KanuGpoBOYHBIX
obpasnos C1 — C4 ykasats Tan «Standart» yka3aTh KOHIIGHTPAIHIO B COOTBETCTBHH C TaGIHLEH

g |

3. Hna sroro mHeobxomumo Hawate WkoHKY  (Toggle between single and multiplex

v
standarts). Ha mnaHenmm WHCTPYMEHTOB HaXaTh MKOHKY «Save» H JUIS COXpaHEHHs
[1apaMeTpOB Ha JKECTKOM JIHCKE KOMIIBIOTEPA.

Tabnuua 5.
Obpaszenr | KonugecTtso npoGupok HaumeHnoBanue Tun Yellow, Green/Orange,
rpyMsl MKI/MI MKT/MII
Cl - Cl Standard 1000 50
c2 4 C2 Standard 333 16,7
C3 4 C3 Standard 111 5,56
C4 4 Cc4 Standard 37 1,85
Kl < Kl Unknown
K0,1 4 KO0.1 Unknown
IIKO 2 IIKO Positive control
OKO 2 OKO Negative control

7.4.3.13 Jina 3anycka [P Ha naHen M WHCTPYMEHTOB CBEpXY B NPABOM YTIIy HaXkaTh Ha
HKOHKY npubopa. B BbmanatonieM MeH:0 BeIOpath «Start Runy. B nossuBmemcs okHe HaxkaThb
KHOIIKY «Start»

¢ micPCRV280 = a x
Ohak k. gpee— 5
Help  Nem Opes Seve Seweds = =
Start Run -
; e = — e — b trtrument o)
Profie | Revertto Defoult! Temperpture Control Saedad TAQ ) ¥ Vol Soperties o3 B

T IRAAMAARAAAARAMARRRANRARAARARRARNRRARARAARARRE
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7.4.4 [lony4nTs 3Ha4EHHA YCIOBHBIX KOHIIEHTPALHA /Ui BceX 06pasioB i 060HX KaHAIOB.
7.4.4.1 3aiitu B paszien «Analysis», BoiOpats B MeHi0 «Absolute Quantification». [z

K&XXJI0r0 KaHala IIPOBECTH aHAJIM3 rPajyMpOBOYHOM KpHBOMA. 3amucars 3HaueHns R’mis oboux
KaHaJIoB.
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7.4.4.2 3anectd B Tabmuuy 6 3HaveHus ycnoBHbIX KoHueHtpaumii JIHK com (kaHan
Yellow) u JIHK rm-com (xaman Green) mns kaxaoii mosropHocTH o6pasunos K1 u KO,1 u
paccunTare 3HadeHHe MaccoBoil nomm JIHK remerwuecku momudummposanHo# com B JIHK
HaTypalbHOM COH 1o Gopmyne

r K_i(Green)
Koo [1] = 1000 K_i(Yellow)
Tabmuua 6.
K1 ('M-COS-BHUHM-1) K0,1(I'M-COs-BHUHUM-0,1)
Yellow | Green | Kysw, I/KT Yellow | Green | Kuaw, I/Kr
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KI, KO0,1;
K1, KO0,1»
K13 KO0,1;
K14 KO0,14
Kls

Kls

K17

Klg

Kle

K10

Kln

K12

7.4.5 PaccunTars cpeHee 3Ha4enne MaccoBoii 1omu JIHK reneTndecku MoaudHIEpOBaHHOM
cou yaHEH 40-3-2 B JTHK HatypamsHoii cou B ['CO «TM-COSA-BHUHUM-1» u B 'CO «I'M-
COs-BHUUM-0,1»

7.4.6 PaccuuTath 3HaYCHHE OTHOCHTENBHOM MOTPEIIHOCTH H3MepeH i MaccoBoit moma JTHK

IeHETHYECKH MoaMuumpoBanHo# con manun 40-3-2 B JIHK nHarypansHoit con B 'CO «T'M-
COs1-BHUUM-1» no dpopmyne

5=(KM—K"’")><100%,
Ka‘el‘

Kcnen — macnoptaoe 35a4eHne MaccoBoit 1o JIHK reneruueckn MoauduuupoBanHoi con
manuH 40-3-2 B IHK natypansroii con B 'CO «'M-COS-BHUHUM-1». Pe3yibTar BeIYMCIEHHS
3aHOCHTCS B IIPOTOKOJL.

7.4.7 Paccyntath 3HaueHHe oTHOocHTenbHOro CKO ciydaiiHol cocTaBisiomeil morpeniHocTH

pe3ynbTara H3MepeHHs 3HadeHHus MaccoBo# 1o JIHK reneTuyecks MoauHIIMPOBAHHOMH COH B
I'CO «I'M-COS-BHUUM-1» o popmyie
1

12 e
D (K1i-Kluw)?
S e i=1

K1 s 11
PesynbTaT BRIUHCIEHHS 32aHOCHTCS B IPOTOKOJL.
7.4.8 PesynpTarT NOCTPOEHHS TI'pajyMPOBOYHBIX TIpaQMKOB CUMTAETCS TMOJIOKHTEILHBIM (II.
7.4.4.1), ecnn 3Ha4eHnus ko3bduHenTOB Koppensuuu R” cocrasnsior He Meree 0,95.
7.4.9 Ilpubop cuynTaeTcs NPOIIENITHM NOBEPKY 1O M. 7.4.6, €CIIH OTHOCHTEIbHAS MOTPEINHOCTH
onpenenenus maccoBod nomu JIHK renerwuecku mopmbuumpoBanHo# cou muauH 40-3-2 B
JHK natypansro# con B 06pasue 'M-COS-BHUNUM-1 He npessimaet +25 %.
7.4.10 Ilpubop cumtaercs npomemmuM mnoBepky mo m. 7.4.7, ecim orHocHTensHoe CKO
CIIy4aiHOH COCTaBJIAIOMIEH NMOTrPEelIHOCTH ompeaeneHus MaccoBoi gomu JIHK renermyecku
momuuumposanHoii cou muEEE 40-3-2 B JIHK HarypamsHo#i com B obpasue 'M-COSI-
BHHUHM-1 ne npesrmmaer 15 %.
7.4.11 Ilpubop cumTaercs mpomeamuM MOBepKy mo m. 7.4.4.2, ecid NOJydYEHHOE CpejiHee
3HaYeHue conepxanus 'M-cou B 06pazne ['M-COS-BHUMUM-0,1 nexwut B npenenax ot 0.5 r/kr
1o 5 r/kr.
7.4.12 Ilposepka quana3oHa H3MepeHHs npu uenons3oBaaun ['CO 9866-2011 cocrasa JIHK con
(KOMIUIEKT I'M-CO$-BHUHM) npoBoauTcs OAHOBPEMEHHO C ONPEAE/ICHHEM IOTPEINHOCTH
npubopa. JIaHEHHOCTh TpaXyHpoBOYHOro rpadMka CBHAETENBCTBYET O KOPPEKTHO# pabote

x 100 %
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npubopa B mManasoHe M3MepeHH# oT 1 r/kr g0 50 T/Kr MaccoBoii aoms I'™M JTHK x JTHK
HaTypalbHOH COH.

7.4.13 Tlpubop CUMTAETCS MOTHOCTHIO MPOLIEIIIHM HCIIBITaHHsA, NPH YAOBJICTBOPEHHH BCEX
TpeOOBaHHH, H3/I0XKEeHHBIX B ILIL. 7.4.8-7.4.12.

8. Oopmirenne pe3yIbTaToB NOBEPKH

8.1. Ilpu mpoBeleHHM MOBEPKH COCTABISETCS IMPOTOKOIN pe3yJIbTaTOB M3MepeHHui no dopme
[Tpunoxenus A.

8.2. PesynbTaThl MOBEPKH CUMTAIOTCH TOJIOKHTEILHBIMH, €CITH npuOOp YIOBIETBOPSET BCEM
TpeOOBaHMSM HACTOAIIECH MeTOXMKH. [lONOXHTENBHBIE pe3yIbTATHI MOBEPKH O(OPMIIAOTCH
IyTEM  BbUIA49H CBHAETENBCTBA O TMOBEPKE YCTAHOBNEHHOH (OPMEL 3HaK IOBepKH
PCKOMCHIIYCTCS HAHOCHTb Ha CBHIETENLCTBO O MOBEPKE WM HAa NPUOOP B COOTBETCTBHE C
PHCYHKOM 1.

MecTo HaHeceHus
3HaKa MNOBEPKH

Pucynok 1 — O603Ha4eHne MecTa HaHECEHHs 3HAKa NOBEPKH

8.3. PesyinbTaTsl CYMTAIOTCS OTPHULATEIbHBIMH, €CIIH NPH MPOBENCHHH MOBEPKH YCTaHOBJICHO
HECOOTBETCTBHE IOBEPAEMOr0 AaHAIM3aTOpa, XOTS Obl OJHOMY M3 TpeboBaHM HacCTOALIEH
MeTouKH. OTpuLaTebHbIE Pe3yNbTaThl MOBEPKH O(OPMIISIOTCS MYTEM BBIAAUH H3BELICHHS O
HENPHIOAHOCTH C YKa3aHHEM NIPHYHH HETIPHTOHOCTH.
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NPOTOKOJI IOBEPKH
ot XX.XX.20XXr.

Ne

NMPHJIOXEHHE A

HaumeHoBanue npu6opa, Tvn

Peructpaumonssiit Homep B denepansHom
uH(opmarmonHOM (onze no obecnedeHHIo
eauHcTBa H3Mepennii (OEH)

3aBozCKo# HOMED (ec/i HMeeTCs HHpOpMaLs)

HsrorosuTesns (ecnu umeercs HHGOpPMALHA)

T'ox Beimycka (eci HMeeTcs MHGOpMaIHs)

3aka3yuk (HaMMEHOBAHHE H ajipec)

Cepust ¥ HOMep 3HaKa Mpe/bLIyLIEH MOBEPKH (€C/IH

TaKHE UMEIOTCS)

Bua nosepkn

Meroauka noBepkH

Cpencrea noBepku:

HaumeHoBaHue H perucTpauMOHHEIH HOMeEp
sranoHa, Tan CH, 3asoackoii Homep, Homep Mo nomqe:ome xaparrée(;)m P
nacnopra Ha 'CO i
Yc10BHS NOBEpPKH:
ITapameTpsi Tpebopauus HJ| H3mepeHHble 3HAYECHHS

Temneparypa okpyxatomiero Bo3myxa, °C or 18 no 30
OrHocHTeNbHAS BIOKHOCTE BO3AYXa, % ot 30 go 80
Atmocteproe nasnenue, klla ot 84,0 no 106,7

PesyabTaThl noBepka:
1. Buewmnwuii ocMoTp

Onpo6osanue

2.
3. Toarsepxaenue coorsercTeus [10
4.

Onpeznenenrde METPONOrHYeCKHX XapaKTEDHCTHK (B COOTBETCTBMM ¢ TpeGoBammsmu HJ| Ha

METO/Ibl H CPE/CTBA NOBEPKH)

MakcumanbHoe Ipenen
MakcumanbHoe 3HAYCHHE JIONYCKaeMoro
i 3HaveHHe IMpenen OTHOCHTEIHOTO 3HaYeHHe
napaverpa/ ¢ OTHOCHTEIIBHOH nonycxaeuoﬁu CKO cnyt[aﬁmlu omocme:miioro
muepemm“’ : MOrPELIHOCTH, OTHOCHTEJILHOMH cocrastomei | CKO ciyuaiinoit
NOTy4Y€HHOE NPH | MOrpPEeINHOCTH MOrPELIHOCTH. COCTaB/AOLLEH
NOBepKe MNOJy4eHHOE NPH MOTPEeLIHOCTH
MOBEpKe
Maccoeas nons JTHK
TE€HETHYECKH
MOAH(HLMPOBAHHO #
coH uHuH 40-3- 2 B 25% 15%
JHK natypanshoi
con (TM-CO4
BHHWHM 1)/
r/Kr

5. lononuutensHas HHOOpMAaLHA (COCTOAHNE 00BEKTa NOBEPKH, CBEIEHHS O PEMOHTE, IOCTHPOBKE)
Ha ocHOBaHHH pe3y.IbTATOB NOBEPKH BLLIAHO:

CBHMETEJILCTBO O MoBepKe Ne

Ilosepky mpouseen

oT

OT.
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