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Hacrosimas MeTo/uKa pacipocTpassieTcs Ha Ipu6OpkI T IPOBEICHUS TIOTMMEPA3HOH LENHOM
peakimu «MIC», KOTOpEIE IIpeTHa3HAYEHBI I H3MEPEH M MacCoBO#M I01H (parMeHTOB
LeNIeBOH e30KCHprOOHyKIenHOBOR KHCnoTh! (JIHK) — KoHe4YHOro npoyKTa nojaMMepasHoi

uenHo# peakuuy (I1ILP) — B JTHK uccnexyemoro o6pasna.

IIpubops! nojuIekaT NEPBHYHON U NEPHOIMYECKOM IOBEPKE.

WaTepBan mexay nosepkamu — 1 roj.

1. Onepanuu noBepku

Obnem 1 moce10BaTeIBHOCTh ONepallrii TOBEPKH yKa3aHs!l B Tabume 1.

Tabimna 1
HaumenoBanue onepanun Howmep nynkTa, B |O653aTeIbHOCTS IPOBEACHAS
KOTOpPOM onepamnuu
H3JI0XKEHA [Tpu ITpu
METOIHKA NEPBHYHON  |IEPHOJWYECKOH
MIOBEPKHA TIOBEpKE TIOBEPKeE
1. Baemnwuit ocMoTp m 7.1 la Ha
2. OnpoboBanue m 7.2 Ja Ja
3. IloaTBepXXI€HHE COOTBETCTBHS m 7.3 Jla Jla
IPOrpaMMHOro obecneyeHus
4. Onpenenenne METPOJIOTHIECKAX
XapaKTepHCTHK:
4.1. OnpeneneHne OTHOCHTEIBHOM n 7.4 Ha Ha
NOTPENIHOCTH ¥ oTHOcHTenbHOro CKO
CITy4aifHOM COCTAaBJISIOIIEH MOrPEITHOCTH IIPH
u3MepeHuH MaccoBoi Jomu 'MO con
Metozom [1I[P
Ilpr nomydeHWH OTpHIATENBHBIX pE3yAbTATOB NPH INPOBEACHHH TOW HIM HHOH

olnepanuy JanbHe#mas roBepka npeKpamaeTcs.

2. CpeacrBa noBepKH

2.1 Tlpu nmpoBencHHH MOBEPKH MPUMEHSIOTCS CPEICTBA H3MEpPEHHH B 000pyI0BaHHE,

npeacTaBjieHHOe B Tabnuue 2.

Tabmmna 2

HaumeHOBaHHE | XapaxrepucTaxu

CranaapTHBie 00pa3isl

I'CO 9866-2011 cocrasa /THK cou (KOMIUIEKT I'M-
COs-BHUMM). HopmupoBaHHas METPOJIOTHYECKas
xapakrepuctaka ['CO - wmaccoBas gons JIHK
reHETHYECKH MoaudumpoBaHHO# coun uHuH 40-3-2 B
JIHK BatypaipHO# COM C rpaHHIaMH OTHOCHTEIBbHOH
norpemHocTy (mpu P=0,95) + 12 %

I'CO 9866-2011

CpeacTBa H3MEPEHH#H W BCIIOMOraTeIbHoe 000pyI0oBaHHE

Jlo3atop MexaHudeckuii 1-KaHaIbHBINH ¢ BappupyeMbM [Per.Ne 43129-15
obbemom noszuposanus Texuo JIIOIN 1-1-10 dupmsr|/Inanason
AO "TEPMO ®UIIIEP CAMEHTU®UK" (1,0...10,0) Mxn

obbéma JI03HPOBaHMUsA




Jo3aTop MexaHW4eckuii 1-KaHAIBHBI C BApbHPYEMBIM

Per.Ne 43129-15

dupms1 AO "TEPMO ®UIIEP CAUEHTUOHUK"

obsemoM nosuposanus Texuo JTIOII 1-20-200 ¢pupmer|/Tnanazon o6BéMa JI03UPOBAHUS
AO "TEPMO ®UIIEP CAMEHTUOUK" (20,0...200,0) mx

Ho3atop Mexanudeckuii 1-kaHaIBHEI ¢ BapbupyeMbM |Per.Ne 43129-15

o6bemMom no3upoBaHEs Texwo JIIOIT 1-100-1000|uanazon o6BEMa JO3UPOBAHUSA

(100,0...1000,0) mMxxn

Habop 1 npoBesienus nomuMepasHoii IEMHOM
peaknuu B pexume peanbHoro spemenu (I11[P-PB)
«AmmuaKBanT I'M cos-FL»

B coctage: [11[P-cmecs-1-FRT I'M cos,
ITIP-6ydep-Flu, ITomamepasa (TaqF),
ITKO I'M cos 1 %, TE-6ydep, OKO

LlenTpudyra—Boprekc MukpocnuH

npou3BoacTBa Biosan

FV-2400,

2800 o6/mMuH, ©6e3 KpBIOIKH, C ABYMSA
poTopamH, CHHHH Kopmyc, 12/24 mecta

ITI{P-60kc Biosan DNA/RNA UV-cleaner UVT/T-M-
AR

Bona neronu3oBanHas

UCO 3694-77 (OCT 11.029.003)

IIpo6upku 1,5 mi, THHA Dnnerxopd

1,5 M

ITpo6upku 0,6 M1, THNA DnneHaopd

0,6 M

[Ipobupku nmns nposemerus [I[P MIC-Tubes wu
KPBIIIKHA K HEIM

0,2 M, MOCTaBISIOTCS B CTpHmax mno 4
IITYKH

2.2 JlomyckaeTcs TPHMEHSATh CpPEICTBa,

He TIpUBEICHHBEIE B MepedHe, HO

obecrnieynBaloIMe ONpeIe/ICHHEe METPOJIOTHYECKHX XapaKTEPHCTHK C TpeOyeMO#i TOYHOCTBIO.
2.3 Bce cpencTBa MOBEPKH NOJDKHBI HMETh JICHCTBYIOIME CBHIETENBECTBA O MIOBEPKE,

Bce I'CO nomKHBI HMeTh IeHCTBYIOIHE acopTa.

3. TpeGoBanus K KBaJH(QHKAIHH OBEPHTEIEH
- K pabore ¢ CO nomyckaercs nmepcoHal, MPOLICANIHN CHENUATbHBIA WHCTPYKTaX H
umeromui onsIT nposeaeHus [11[P. /g nomydenus qaHHBIX MO MOBEPKE JOMYCKAETCS Y4acTHE
OIIEpaTopoB, OOCITYKHBAIOIKMX MPHOOP (MOA KOHTPOJIEM MOBEPUTEIIS).

4. TpeboBanus 6e30NMaCHOCTH

4.1. TpeboBanusi 6e30mMacCHOCTH JODKHBI COOTBETCTBOBATH PEKOMEHJAIMSAM, H3JIOKEHHBIM B
PYKOBOJCTBE IO 3KCILTyaTallHX Ha pHOOP.

4.2. Tlpu BHIOJHEHWH NMOBEPKH COOMIOAAIOT NMpaBHIa TEXHHKH Ge30macHOCTH mpH pabote ¢
xuMudeckumu peaktuBaMu 1o ['OCT 12.1.007-76, tpeGoBanus s3nekrpobesonacaoctd no 'OCT
12.1.019-79 u noxapo6e3onacaocta no 'OCT 12.1.004-91.

4.3. Tlo oxoH4aHHH aMIUTH(UKaNUKH 0TpaboTaHHbIEe TPOOHPKH YTHIM3HPOBATH B COOTBETCTBHH C
pekoMeHanusmMu 1o opranm3zammd [I[[P naGoparopum, cormacko MY 1.3.2569-09
«Opranu3anus paboTsl 1ab0paTOpHii, HCHONB3YIONIHX METOABl aMIUTH(UKAIMA HYKJIEHHOBBIX
KHCJIOT NpH paboTe ¢ MaTepraioM, coaepamuM MEKpoopraau3Mel [-1V rpynn natoreHHOCTHY.

S. Yci10BHS HOBEPKH H NOATOTOBKA K Hel
[Tpu npoBeieHHH MOBEPKHU JOJKHBI OBITH COOIIIOIEHE] CIEYIOIHAE YCIOBHS:
TeMIieparypa oKkpyxatomero Bo3ayxa: ot 18 go 30 °C
OTHOCHTENIbHAs BIaXHOCTh Bo3ayxa: ot 20 % 1o 80 %
OTKJIOHEHHE HANPSHKCHUS MUTaHUS OT HOMHHAIBHOTO 3HadeHus (220 + 22) B

6. IloaroToBKa K NoBepKe
6.1 IloaroToBuTh yCTPOHCTBO K paboTe B COOTBETCTBHH C TEXHHYECKOH JOKyMEHTalHen
GHPMBI-H3rOTOBHTES.
6.2 IloaroToBUTH HAOOPEI pEareHTOB B COOTBETCTBHHU C HX HHCTPYKIMSAMH IO IPUMEHEHHIO.
IToaroroButs npodupky (1,5 M u 6osee) U1 NPAUTOTOBICHUS PEAKIIMOHHON CMECH.



6.3 Iloarorouts u mommucath 4 Mukponpobupku (0,5 MI) IS OPHrOTOBIEHHS
rpaayupoBo4HbIX pacTBopoB (C1, C2, C3, C4).

6.4 IoaroroBuTs 36 MUKpOPOGHPOK (9 cTpunoB) s nposenerns [TL[P.

6.5 IloAroToBATH OX.JIa%kAaeMbIH IITATHB WM JIEASHYI0 6aHI0: BO BpeMsi IPOBEIeHHS
manunyasuni CO 1 peakTHBBI 10/DKHBI HAXOAHTHCH PH TeMIepaType He Bbime +4 °C,
NpH NpoBe/ieHHH pa3basienns Boaa u 06pasznb CO J0KHBI HMETH OJHHAKOBYIO
Temumeparypy!

6.5 IIpUrOTOBUTE PEaKIIHOHHYIO CMECh.

6.5.1 Pasmoposuts 4 npoGupku ¢ ITL[P-cmecsio-1-FRT I'M cos (1 mpo6upka paccuutana
Ha mocTtaHoBKy 10 peakmwmit). Ilepememars Ha neHTpHyre-BopreKce M COPOCHTH Kallld C
NOMOIIBIO KPATKOBPEMEHHOTO IEHTPU(YTHPOBAHHS.

6.5.2 Jlna mpoBesenus 36 peakuuii cMemarth B OTAeNbHOM mpobupke 370 mxn ITL[P-
cmecu-1 - FRT I'M cos, 185 mxu ITIP-6ydepa-Flu, 18,5 mxn nommmepassr (TagF) u 192 mxn
JICHOHH30BaHHOM BOJIBI.

6.5.3 Ilepememars cMech Ha BOPTEKCE, OCATUTH KPATKOBPEMEHHBIM LIEHTPU(YTHPOBAHHEM

i BHecTH 1Mo 20 MKI B COOTBETCTBYIOIIHE MHKpPONPOOHPKH MOATOTOBIEHHBIE MO M. 6.4
HCIOJIBb3Ys TUIIETOYHBIE J03aTOPEI.

6.6 IIpHroTOBHTH IrpalyHPOBOYHEIE PACTBOPEIL

JUisi IpHrOTOBNIEHUS TPATyHPOBOYHBIX pacTBopoB mcnonsdyercs 'CO «I'M-COSI-BHUHUM-5»
W €ro ImocC/elioBaTeNbHBIE pa3BelicHHs B [CHOHW3MPOBaHHOM Boje. /s mnoCTpoeHHS
rpalyMpOBOYHBIX KPHBBIX HCIOIB3YIOTCS CIIEAYIOIHE rPalydpOBOYHEIE PACTBOPEIL:

Tabmuna 3
Onwucanue YHCcIo MOJIEKY] B 5 MKII,
YCIIOBHO
Harypansnas | I'M cos, kaHan
cosi, KaHai OInpeAeIeHus
ompeneneHus | 3enEHbIH /
XKeénTii OpaHKeBbIi
(HEX™) (FAM™/
ROX™)
Cl1 | «I’'M-COs-BHUUM-5» 1000 50
C2 | Cl, pa3Benenssiit Bonoii B mponopimu 1:2 (B 3 pasa) | 333 16,7
C3 | C2, pa3Benennslii Bozoii B mponopuuu 1:2 (B 3 paza) | 111 5,56
C4 | C3, pa3BeneHHsIi Booii B nponopuuu 1:2 (B 3 pasa) | 37 1,85

* B 3aBHCHMOCTH OT HCHOJIb3yeMoro Habopa s TTL[P

6.6.1 Pasmoposuts mpobupky 'CO 9866-2011 «I'M-COS-BHUUM-5», BeiepkaTh
npu Temneparype ot 0 °C no + 4 °C 1no moiHOH pa3MOpPO3KH, TIIATEIBHO
nepeMemaTh Ha HEHTpUdyre-BOpTeKce HE MEHee 5 CEeKyHJ M IEHTpU(YrHpoBaTh
B TEYCHHE HECKOJIBKUX CEKYHJI IS cOpoca Kamnenb.

6.6.2 Tlepenectn 48 mxin pactBopa I'CO u3 npobupku «I'M-COS-BHUHUM-5» B
npobupky C1 (mo m. 6.3.).

6.6.3 B npobupke C2 (no mn. 6.3) cmemars 16 mxn 'CO «I'M-COS-BHUUM-5» u 32
MKJI JEMOHH30BaHHOM BOJIBL, MIOJy4EeHHBIH PacTBOp IepeMeInars Ha LeHTpudyre-
BOPTEKCE HE MEHee 5 CeKyHJ ¥ HEHTpU(QYrHpOBaTh B TEYCHHE HECKOIBKHX
CeKyHJ uis cOpoca Kanens.

6.6.4 B npobupke C3 (mo m. 6.3) cmemats 16 Mk pacTBopa u3 npodupku C2 u 32 MK
JICMOHU30BAaHHON BOJBI, IMOJIyYEHHBIH pAacTBOp NepeMemaTrh Ha NeHTpudyre-
BOPTEKCE HE MEHee 5 CeKyHJ ¥ HEeHTpUQYrHpoBaTh B TEUCHHE HECKOIBKHX
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CEeKyHJ 111 cOpoca Karejb.
6.6.5 B npo6upke C4 (1o m. 6.3) cMemars 16 M1 pacTBopa 13 npo6upku C3 u 32 Mkn
ACHOHW30BaHHOW BOJbI, IOJYYEHHBIH pacTBOp NepeMelnarh Ha NeHTpudyre-

BOPTEKCE HE MEHEE 5 CEKyHJ M LEHTpH(YrHpoBaTh B TEYECHHE HECKOIBKHX
CeKyHJ1 Juis cOpoca Kanelb.

[Ipumeyanwe. JlanHbie 00BEMBI yKa3aHBI HCXOAS U3 4-KPAaTHOTO AyOIHPOBAHMS I KOXKIOTO U3
4-X peaKIIHOHHBIX PaCTBOPOB.

6.7 TloAroTOBHTH TMOJNOXKHTEIbHBIA KOHTPOJb, OTPHLATENBHBEIA KOHTPOIb M KOHTPOJBHEIE
o6pa3upbl.
6.7.1 Pa3Mopo3uTh NPOOHPKY MHOJNOKHTEIBHOrO KOHTpOJibHOro obpasua (ITKO) wu3
Habopa «Cos GTS 40-3-2 xonmudecTBO», BELAEpXkaTh npH Temneparype ot 0 °C g0 + 4 °C
JI0 TIOJIHOM pPa3MOpPO3KH, TIIATENLHO NEepeMemars Ha NeHTpu(yre-BOpTEKCe HE MEHee S5
CEKyHJI ¥ IEHTPUYTHPOBATh B TeYEHHE HECKOJIBKHX CEKYH/ s cOpoca Karels.
6.7.2 Pa3aMopo3uTh NpOGHPKY OTPHIIATENHFHOrO KOHTPOIEHOro obpasua (OKO) u3 nabopa
«Cos GTS 40-3-2 xomudecTBO», BhIIepkaTh npu Temmeparype ot 0 °C no + 4 °C mo
NOJIHOM Pa3MOpO3KH, TINATENLHO IepeMelnaTh Ha LEeHTpH(]yre-BopTekce HE MeHee S5
CEeKYH/I M IIEHTPH(YTHpOBaTh B TEYCHHE HECKOJIBKHX CEKYHJI Ui cOpoca Kareb.
6.7.3 Pa3mopozutes mpobupky I'CO 9866-2011 «I'M-COS-BHUUM-1» (K1,
HccreayeMbli obpasen), Beiaepkarh npu temneparype ot 0 °C xo + 4 °C mo monHO#M
Pa3MOpO3KH, TINATENbHO NEpeMelars Ha IEHTpH(yre-BOPTEKCe HE MeHee S5 CeKyHI M
HEHTPU(YTHPOBATh B TEYCHHE HECKOIBKAX CEKYHJ U1 cOpoca Karels.
6.7.4 Pazmoposutes npobupky I'CO 9866-2011 «I'M-COS-BHUUM-0,1» (KO.1,
uccneayeMsit obpasen), Beiiepxkars npu temmneparype ot 0 °C mo + 4 °C no momHO#
Pa3MOpO3KH, THIATENBHO NEpeMemars Ha HEeHTpH(]yre-BOpTEKCe HE MeHee S5 CeKyHI M
LNEHTPU(YTHPOBATH B TEUCHHE HECKOJIBKHX CEKYH/I s cOpoca Kareb.

7. IIpoBeeHHe NOBEPKH
7.1 BHemH## ocMOTp
IIpu BHEIIHEM OCMOTpPE YCTaHABIHMBAIOT:

. COOTBETCTBHE  KOMIUIEKTHOCTH  MOAyled  TpeOoBaHHAM  TEXHHYECKOH
JOKYMEHTAIIHH;

» 9EeTKOCTh MapKHPOBKH;

. HCIIPaBHOCTh MEXaHW3MOB M KPENEKHBIX JeTalCH.

YCTpoHCTBO CYMTAaeTCs BBUICPXKABIIHM BHEINHHH OCMOTp, €CIIM OH COOTBETCTBYET
NEPEYHCICHHBIM BbINE TpeOOBaHHAM. YCTPOHCTBO C MEXAHWYECKMMH MOBPEXICHUSAMH K
MOBEPKE HE JOMYCKAIOTCH.

7.2 OnpoboBanue

B cooTBeTcTBHH ¢ yka3aHHsAMH PykoBOJCTBa IO JKCIUTyaTallMy BKIIOYHTH Npubop. PesynsraTsl
npoBepkd obmel paborocnoco6HOCTH NpuOOpa CYMTAIOTCS MOJNIOKHTEIbHBIMH, €CIIH IIpH
HaXaTHM KHONKHM BKIIOYCHHS Ha 3ajqHed mnaHenu npubopa pasfaercs 3BYKOBOM CHTHa H
HHMKATOp TOPUT CHHHM. B cilyuyae HWHOM NMOACBETKH WHAMKaTOopa (3€]EHBIM WIM KpacHBIH)
NOBEPKY NMpHOOpa NPOBOAMUTE HEb34.

7.3 IlonTBEpKACHHE COOTBETCTBHS IIPOrPaMMHOT0 obecrieyeHus.

Onepamus  «IlogTBepXIeHHE COOTBETCTBHS INPOrpaMMHOr0 00ecnedYeHHs» COCTOMT B
OIIpeJIe/ICHHH HOMEpa BEPCHH aBTOHOMHOTO IIPOTrPaMMHOT0 00ecrieueHus.

ABTOHOMHOE IporpaMMHOe obecnedeHHe 3amycKaeTcs Npy HaxxaTud Ha HKoHKY «micPCR» Ha
pabodeM CTolEe ynpaBJIsIomero KOMIboTepa (YCTPOHCTBO JODKHO OBITh BKIIFOYEHO).

[Tpocmotrp Bepcum aBroHoMHOro IIO «micPCR» s ycrpoiicte «MIC» mnporcxoaur
cnenyomuM obpasom: 3amyctuTh nporpamMy «micPCR» mnoms3oBateneM ¢ npaBaMH
AnvuHMCTpaTOpa, HaxaTh Ha KHonky «Help»



.} micPCRV220
. ﬁ No instraments Found D
E New Oper
@ m<PCR Manual i T v T= = = 5 >
Create Support Package |
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3areM B BHIIAJAIOMEM MEHIO BOWTH B myHKT «about micPCR», namee otkpoercs
BCILIBIBaIOIMH 6aHHEp ¢ HHGOpPMaIHEH O BEPCHH IPOTrPaMMEL.
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[IpocMOTp BepcHM NPOIIMBKH JOCTYIEH TOJBKO MPH MOAKIIOYEHHOM npubope, B MeHio [Ipubop
-> Cpotictsa (Properties).

VYCTpoHCTBO cuWTaeTcss NpOIIEANIMM IOBEPKY, €C/IH HOMEDP BEPCHH COBNAJAeT C HOMEPOM
BEPCHH HJIH BBIIIE HOMEPA BEPCHH, YKa3aHHOTO B ONTMCAHUH THIIA.

7.4 OnpenieneHre METPOJIOTHYECKHX XapaKTEPUCTHK.

7.4.1. B xaxayio asanu3upyeMyio npoOupKy BHecTH 20 MKJI peakIMOHHOIO pacTBoOpa H 1o 5

MKJI 00pa3na/kanuOpoBOYHOIO pacTBOPa/OTPHIATENFHOTO KOHTPOJIE B COOTBETCTBHH C
Tabnmuueii 4.

Tabmuna 4.
Obpasen KommgectBo npobupok Jlo6aBnsieMbIii pacTBOp
Cl 4 Cl
C2 4 C2
C3 4 C3
C4 4 C4
K1 12 «I'M-COsI-BHUUM-1»
KO0,1 4 «'M-COS-BHUUM-0,1»
ITIKO 2 Cos GTS 40-3-2 xonu4ecTBO
OKO 2 Cos GTS 40-3-2 xonu4ecTBO

7.4.2. 3akpbiTh NPOOHPKH KpHIIKAMH H IOMECTHTh HX B pOTOp mnpubopa B Clemyromei
nocnenoBarenbHocTd: C1 — 4 mT.,, C2 — 4 mr., C3 — 4 mr., C4 — 4 mr., K1 — 12 mr., KO,1 — 4
mr., [TKO — 2 mrr., OKO — 2 mr. 3akpsiTe nputop.




7.4.3. 3anporpaMmupoBaTh NpHOOpP /NS BBIIONHEHHS COOTBETCTBYIOINEH IPOrpaMMBI
aMIumuKanuu U JeTeKTHpoBaHHS (yopecneHTHOro currana W mposectd [II[P-peaxmumio B

pEXUME PEAIbHOTO BPEMEHH:
7.4.3.1 B neBoM BepxHEM yIily HaaTh Ha HKOHKY «New» BBIOpaTh «Assay»

.} micPCRv220 - o X
ofic oy
Help SN Ope-
F Run
F Run from Template |
& ey
| B Project
) micPCRv24D - o x
'f” MO00TS43 5
7.4.3.2 B nosBuBmeMcs OKHe Ha 60KoBoi#t maHenu cnesa BeOpats «Information»
2 micPCRV220 - o8 X
o . a H B .‘rn:u:q:c‘:u; 5
Help Nem Open Seve Soveis
Chemistry Type E;Eufwg?v v
Targets Cfigonudectides
Name ©® Seporier Dye = Same Label Sequence 3 Label  incade
> Terget [ SYBRS Geeen A% Unwsed Ascay - 1 Fonwars Prmer v
i Unitind fssay - | Reverse Prmer Z
Cescription @ Amplicon Length |0 -
7.4.3.3 B dopme «Chemistry Type» BreiGpars «Dual Hybridisation Probes»
) micPCR V280 - o x
shenm e &
Charmtry Type Dl Hybriciation Probes fe ‘
Iteccalating Dye
Targets Frydeolyss Probes Otigonucieotides
Tust Hybridisstion Frobes
i Woecuiar Beacon | E Neme 5 Labe Sequence 3 Label 7 inciude
> Toget LUX Primers it . United Assay - 1 Fomeaed Primer v
i . | = Unttied 2ssay - | Peverse Promer -
Target Donor 8 v
Target Acceptor mEgE-7 v v
Description @ Ampiicon Length 0

7.43.4 B none «Targets» 3anate wms kaHana «Yellow» W B BRINQJAIOIMEM MEHIO
BBIOpaTh ucnonb3yeMsii kpacutens «HEX™), nanee 3agate ums kanana «Green» /«Orange»”

¥ B BBINA/AIOMIEM MEHIO BEIOpaTh HCMOMb3yeMbli Kpacuteab «ROX™) /«(FAM™,’
*B 3aBHCHMOCTH OT HCIOJIB3yemMoro Habopa uis IT1[P



7.4.3.5 HabokoBo# nanenu cieBa BIOpaTh BKIaaky «Profile»

PG i = ————— " = = -
OGN K e &
el B Ope Sem Sem b

7.4.3.6 B nosBHBImIEMCS OKHE 3a/1aTh ITAKJIOIPAMMY CO CIIEIYIOIIMME NapaMeTPaMH:
«Hold» 95°C for 15:00 min

«Cycling» 45 cycles
95°Cfor 10 s

59°C for 60 s + ycTaHOBHTB NOTydEHHE JAHHBIX HAXKaB HKOHKY KaMephl -
* B 3aBHCHMOCTH OT HCHoJb3yeMoro Habopa s ITL[P
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7.4.3.7 Ha naHenmd WHCTPYMEHTOB HaXaTh MKOHKY «Save» H JUIS COXpaHEHHS
NapaMeTPOB IUKJIOrPaMMBbI Ha JKECTKOM JHCKE KOMIBIOTEpa.
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7.4.3.8 Bo BeIUIBIBaIONEM OKHE 3a/1aTh PacloioKeHHe U uMs (aiina

A [« micPCR » Assays v U fowcAsas

-~
! Seor Vs Dara e
S & Cya W2 ISR
i Banmmcenc erterovins-f WD ISE

3 i B influenza vius AB-R 1220181513
:" = o mnmmcenc rotaviess_noawine_astrove... 10122012 1518
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7.4.3.9 Ha naHenu WHCTPYMEHTOB HaXXaTh HKOHKY «New» H BHIOpaTh B BBHIIQJAIOIIEM
MeHo «Run»



-'f Run from Template E
i
A Assay i
g Project ‘

74.3.10 B nosBuBmEMCS OKHe NOOaBHTh COXPaHEHHIO IMKIOrpaMMy Ha GOKOBOM
TMIaHEJH CJIeBa HaXKaTh HAa HKOHKY «» PAZIOM C BKIQJIKOM «Assays»

=
No Instruments Found E

-

7.43.11 B Bemapmaiomem MeHIO BeiOpate «Browse...» u BeIOpath ¢aiin paHee
COXpaHEHHOH LIMKJIOrPaMMBI

) micPCRV28.0

Ohakiu.

Help New Open Save Saveis

- o

X

O

No Instruments Found
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Open muitipie files from any selectad foider.
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7.4.3.12 Ha GokoBoii maHenu cieBa BO ckiazke «Samples» 0603Ha4uTh PacmoioKeHHE
00pasuoB ® 3ajmaTh MMs, TN obpasua. B COOTBETCTByIOmEM KpacHTENIO CTOJNONE 3ajaTh
KOHIEHTpauio Kanubparopos. O6beIMHATE 00pasisl B IPYMIIbL, 3a/1aTh THII W KOHIEHTpAIMH
IS IOCTPOEHHUS KATMOPOBOYHBIX NPSMBIX B COOTBETCTBHH ¢ Tabmuuei 5. s KamuOpoBOYHBIX
o6pasnos C1 — C4 ykasats Tun «Standart» yka3aTs KOHIIEHTpAIIMIO B COOTBETCTBHH C TabmHIIei

4

3. Jlna 3TOrO0 HEOOXOAMMO HAXKaTh HKOHKY (Toggle between single and multiplex

W
standarts). Ha mnaHenm® WHCTpYMEHTOB HaXaTh HMKOHKY «Save» H JUIS COXpaHEHHs
NapaMeTpoB Ha JXECTKOM JHCKE KOMIIBbIOTEPA.

Tabmuna 5.
Obpazenr | Konuuectso npobupok HaumeHoBanue Tuan Yellow, Green/Orange,
TpYyIIbI MKT/MJI MKT/MJI
Cl 4 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 - K1 Unknown
KO0,1 4 KO,1 Unknown
ITKO 2 ITIKO Positive control
OKO 2 OKO Negative control

7.4.3.13 Jina 3amycka I111P Ha maHen MHCTPYMEHTOB CBEpXY B IPAaBOM YTy HaXKaTh Ha
MKOHKY npubopa. B Bemazatomem MeH!0 BeiOpath «Start Run». B nosBuBmeMcs okHe HaXarh
KHOIIKY «Start»

T micPCR 280 - 08 X
N ESIR T e 2
e b |
Help New Open Seve Saveds

Stert Rua -

e e bidde Insirument
! § Tat ~ o3
Profie | Revertto Defauit Cowol|Saccard TAQKD) (v VN g :

LT IARRAAAMAAARARRRRAMAARAARRRARAMARRRRRARARARRA
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Check tube clamp is in place before starting run

7.4.4 Tlomy4uTh 3HAYEHHS YCIOBHBIX KOHIIEHTPALMH /ISl BceX 00pa3ioB s 0060MX KaHAJIOB.
7.4.4.1 3aiiti B pa3zen «Analysis», BeiOpats B MeHIO «Absolute Quantification». [{ns

Ka)KJI0T0 KaHajia IIPOBECTH aHAIN3 IPalyHpOBOYHON KpHBOH. 3amucath 3HayeHHs R2mwia o6onx
KaHaJIOB.

A .
s sSmes it
Adrasn g st = Wex “avdmd Crom Crmeeucme A Seghs Oe
= Cossmen y 18308 . o -
Bicang % R 2NE - - -
== o i a e
s Snemes Lo ot 8% m Ca—
| . = o -
- PR
i | - e Sl T T z e
| | s v . o e
| = o e
1 o o e T 2 3
‘ = ES - =M o -
a4 — , - - - a e
[ — - : 5
“u -
+ S -
{ ' g L a -
= : 5 “ -
- Ll = ot -4
- e o L = =
H ¢ =
s | 4 Ses Ca—
=4 i o 2 nx = e
{ = as w .
1 » e = -
| i = an - -
| — = ~ .
| & Tamre Lo - e
| - w e
e £ -
~ e
g -

=1 S b =

2 B —— i

3 3 = - 2

= nn - |

i b A i 2

- = |

= — e s

= 1

" am it

ra ax man e nan B 2

[ Sy 1‘ - T g

1 o oy 0 4

[, iz = |

T -
| S e Camttd g, S g e

7.4.4.2 3anectu B Tabmumy 6 3Ha4yeHus ycnoBHbBIX KoHueHTpaumi JIHK com (xaman
Yellow) u JIHK rv-com (xaman Green) ans kaxaod nmoropHocTH obOpasmoB K1 u KO.1 u
paccynTarh 3Ha4YeHue MaccoBod nomu JIHK renermueckn MmomudpumnupoBanHo# com B JIHK
HaTypaJIbHO¥ COH 1o hopmyiie

r K _i(Green)
Kiram [E] = 2000 K_i(Yellow)
Tabmuna 6.
K1 (F'M-COs-BHUUM-1) K0,1(I'M-COs-BHUNM-0,1)
Yellow | Green | Kysy, I/KT Yellow Green Kisu, T/KT
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K1, KO,1,
K1, KO0,1»
K13 KO0,13
K14 KO0,14
Kl1s

Kls

K1,

Klg

Klg

Klio

Kl

K12

7.4.5 Paccuutath cpennee 3Ha9eHHe MaccoBoit nomu JIHK renernuecku MoaudHIEpOBaHHON
cou muauH 40-3-2 B JIHK Hatypansro# cou B 'CO «'M-COS-BHUNUM-1» u B 'CO «I'M-
COsA-BHUUM-0,1»

7.4.6 PaccuuTaTh 3Ha4eHHE OTHOCHTEJILHOM MMOrPENIHOCTH H3MepeHni MaccoBoii nom JJHK

reHeTu4eckd MoauunupoBanHoi coun muHuE 40-3-2 B JIHK matypansroi con B ['CO «I'M-
COs-BHUUM-1» no popmyne

PR P
L
Kcnen— macnoprHoe 3Ha4eHHe MaccoBo# oy JIHK remerndecku MoauduiupoBaHHON COH

manum 40-3-2 B JIHK natypanssoit cou B 'CO «I'M-COSA-BHUUM-1». Pe3ynbrar BeI9UCIICHHS
3aHOCHTCS B IIPOTOKOJL.

7.4.7 Paccuntare 3HauyeHHe oTHOcHTenbHOro CKO ciyuaiiHO#M cocTaBisiomel MOrpenHoCTH

pe3yibTaTa H3MepeHus 3HaYeHus MaccoBo# nomu JIHK rerernyecks MOAHGUIIMPOBAHHON COH B
I'CO (I'M-COS-BHUUM-1» o popmyie

x100% ,

Izz(Kli-ﬁm)z

_1 4= x 100 %
. 1

Pe3ynbTar BHIYHCIIEHHS 3aHOCHTCS B IIPOTOKOJL.

7.4.8 Pe3ynbTaT NOCTPOEHHS TpPaSyHPOBOYHBIX TIpapMKOB CUYHMTAETCS IOJIOXUTEIbHBIM (II.
7.4.4.1), ecu 3Ha4YeHHs kK03 duIMenToB koppensuuu R? cocrapnsmor He meree 0,95.

7.4.9 Tlpubop curMTaeTcs MPOIIEAIIHM OBEPKY IO 1. 7.4.6, eClli OTHOCHTENbHAs MOTPENIHOCTh
onpenenenus MaccoBoi nomu JIHK renerwuecku MoambunupoBaHHOH cod muHEH 40-3-2 B
JIHK natypansHO# cou B 06pasue 'M-COSA-BHUMUM-1 He npeBbimaet =25 %.

7.4.10 Ilpubop cumraercs mpomeamuM moBepky mo m. 7.4.7, ecim ortHocHTensHoe CKO
CTy4allHOH COCTaBISIOMIEH MOrpemrHOCTH onpeneneHus MaccoBoid aomu JIHK renerwuecku
MomudunupoBanHoi cou muHEE 40-3-2 B JIHK HarypameHO# coum B obpasue I'M-COS-
BHUHWM-1 se npepbimaer 15 %.

7.4.11 Ilpubop cuwTaercs NMpOIEMIIMM NOBEPKY mo m. 7.4.4.2, ecid MOJNyY4EeHHOE Cpe/iHee
3HaueHHue conepxanus ['M-cou B o6pazue 'M-COS-BHUUM-0,]1 nexurt B npenenax ot 0.5 r/kr
10 5 r/kr.

7.4.12 IlpoBepka auana3oHa u3MepeHus npu ucnonszoBaaud ['CO 9866-2011 cocrasa JIHK con
(KOMIUIEKT I'M-CO5-BHUUM) npoBoaUTCS OHOBPEMEHHO C ONPEAEICHHEM ITOTPEITHOCTH
npubopa. JIMHEWHOCTH TPaAyMpPOBOYHOrO rpaduka CBHAETENBCTBYET O KOPpEKTHOH pabore
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npubopa B auanasoHe m3MepeHuit or 1 r/kr mo 50 r/kr maccoBoii momu I'M JIHK k JIHK
HaTypaJIbHOH COH.

7.4.13 TlpuGop cuMTaeTCs MONHOCTHIO NMPOLICAIIMM MCIBITAHHS, NMPH YAOBIETBOPEHHH BCEX
TpeOOBaHHU#, H3/I0KEHHBIX B IL.I1. 7.4.8-7.4.12.

8. Odopmiienne pe3yabTaTOB NOBEPKH

8.1. Ilpu mpoBeleHHH MOBEPKH COCTAaBISICTCS MPOTOKOJ PE3y/IbTATOB M3MepeHHi mo (opme
[Ipunoxenus A.

8.2. PesynbraThl MOBEPKH CUYMTAIOTCS MOJOKHTEIBHBIMH, €CIIH MPHOOP YAOBIETBOPSET BCEM
TpeboBaHHsAM HacTosmed MeToAukH. [loNnoXHTeNnbHBIE pe3yiabTaThl MOBEPKH O(GOPMISIOTCS
MyTEM BbIJIaYH CBHUAETENLCTBA O IOBEPKE YCTAHOBICHHOH (OpMBEL. 3HAK IOBEPKH
PEKOMEHIyeTCsl HAHOCHTh Ha CBHETENLCTBO O MOBEPKE MM Ha NpUOOp B COOTBETCTBHE C
PHCYHKOM 1.

MecTto HaHeceHus
3HaKa MOBEPKH

e

Pucynok 1 — O603HaueHHEe MeCTa HAaHECEHHUS 3HaKa MOBEPKH

8.3. PesynpTaThl CYMTAIOTCS OTPHIATEIbHBIMH, €CIIH NPH MPOBENCHHH MOBEPKH YCTAHOBICHO
HECOOTBETCTBHE IOBEPAEMOro AaHAIM3aTopa, XOTs Obl OgHOMY M3 TpeOOBaHHMH HACTOALICH
metoauku. OTpHIaTeIbHBIE Pe3yJIbTaThl MOBEPKH O(GOPMIISIOTCS IYTEM BBIIAYH H3BELICHHS O
HETPUTOTHOCTH € YKa3aHHEM IMPHYUH HENPHTOJHOCTH.
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IMPOTOKOJI IOBEPKH

Ne

ot XX.XX.20XXr.

MNPHIOXEHHME A

HaumeHoBanue npuGopa, Tin

Peructpaumonnsiii Homep B OenepanbHom
uH(popmaimoHHOM (oHze no obecneyeHno
enuHcTBa u3Mepenui (OEN)

3aBojckoi HoMep (eciii uMeeTcs HHbopMaLws)

HsroroBurens (eciu umeeTcs MHGOpMALHs)

I'on BeIMycKka (ecnu HMeeTcs HHGopMalus)

3aka3yMK (HaWMEHOBaHKE U ajipec)

Cepus 1 HOMep 3HaKa npeablayLIeH NOBEPKH (eciu

TaKHe UMEIOTCs)

Buja noBepku

MeToanKa NOBEepKH

Cpencrea noBepku:

HaumeHoBaHue U perucTpalMOHHbINH HOMEP
staniona, Tun CH, 3aBoackol HoMep, HoMep

MeTpooriuyeckue XapakTepUCTHKH, CPOK

nacnopra Ha ['CO i L
YcaoBuS noOBepKH:
[TapameTpbi Tpebosanus HJ{ H3mepeHHbIe 3HAYECHHUS
Temneparypa okpy»xatouiero Bo3ayxa, °C or 18 mo 30
OtHocHTeNbHAs BIAKHOCTH BO3AyXa, % ot 30 no 80
AtmocdepHoe nasnenue, klla ot 84,0 no 106,7

PesyabTaThl nOBepKH:
Buemnuii ocmoTp

1.
2. Onpobosanue
3. Tloareepxaenue cootBercTHs [10
4. OnpeneneHue METPONIOrHYECKMX XapaKTEPUCTHK (B cooTBercTBMM ¢ TpebGoBanusmu HJI Ha
METO/IbI U CPEICTBA NNOBEPKH)
MakcumansHoe [penen
MakcumanbHoe 3Ha4YeHHe JIOIyCKaeMoro
e T 3HaYEeHHe Ipenen OTHOCHTEJIHOTO 3HaYeHHe
napamerpa/ e OTHOCHTEIbHOM JIOMyCKaeMo# CKO cinyuaitno# OTHOCHTEJILHOrO
mmepemm. [., L MOTPEeLTHOCTH, OTHOCHTEJILHOM COCTAaBJIAIOLICH CKO cnyqamlq'n
MOJy4YeHHOE NPH | TOrPEeNIHOCTH MOTPELIHOCTH. COCTaBJIAIOLIEH
NOBEpKe NOJTy4eHHOE NPH NOTPELIHOCTH
NOBEpKe
Maccoras nons JIHK
TeHETHYECKH
MOAH(DHUILIMPOBAHHO #
cou iuHuH 40-3- 2 B 25 % 15%
JHK HatypanbHoO#M
cou (FTM-COsA
BHHUM 1)/
r/Kr

5. JNononuurensHas uHGopMaLms (CocTosHHe 00beKTa MOBEPKH, CBEICHHS O PEMOHTE, IOCTHPOBKE)

CBHUJIETEJILCTBO O noBepke Ne

IToBepky npouzsen

Ha ocHOBaHHH pe3y/IbTATOB NOBEPKH BLIIAHO:

OT

oT
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