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BBenenne

Hacrosmas MeTouka IOBEpPKH paclpOCTpaHAeTCsS Ha aHAIM3aTOphl IMMYHOGEepMEHTHEIE
asromatudeckue GEMINI (nanee — ananuzaropsr), npoussonacrsa bupMbl « STRATEC Biomedical
AGp», T'epmanus, u ¢pupmbl «STRATEC Biomedical Switzerland AG», llIseiinapus, npeanasna-
YEHHBIE JUI1 U3MEPEHHH ONTHYECKOH ILUIOTHOCTH XHIKHX IIpo6 B 96-TyHOYHOM IUIAHINETE IIpH
IIPOBEICHAN UMMYHOGEpPMEHTHBIX HCCIIEIOBAaHUH, H YCTaHABIMBACT NOPAIOK, METOIBI U CpPeJICTBA
IPOBEICHHUS UX IIEPBUYHON U NIEPHOIUYECKUX ITIOBEPOK.

WurepBait Mexxny noeepkamu — 1 ro.

1 Onepanuu 1 cpexcTBa NOBEPKH

1.1 IloBepky cpencTB M3MepeHHH OCYIIECTBIAIOT aKKPEJUTOBAHHBIE B YCTAHOBICHHOM
nopske B o0macTu oOecneyeHUusS €IUHCTBA M3MEPEHHUH IOPHUANYECKHUE JIHIA U HHAMBHAYAILHBIC
MpeAIpUHUMATEIH.

1.2 Ilpu npoBeeHUH NOBEPKH AOKHBI OBITH BHIIOIHEHHI ONEpalliy, IIEPEUUCICHHBIE B
Tabmuie 1.

Tabnuna 1
Homep nynkra ITpoBenenye oneparyy NpH
HanMenoBanue onepanuu JIOKyMEHTa NepBUYHOM NEPHOJUYECKOH
10 TIOBEPKE IIOBEPKE IIOBEPKE

Bremnuit ocMoT1p 6.1 Ja Ja
Onpo6oBanue aHajiu3zaTopa 6.2 na na
Onpenenenue (KOHTPOID) 6.3 na na
METPOJIOTHYECKHX XapaKTEPUCTHK
IlpoBepka nuana3oHa U3MepEHHH 631

o 3. it} it}
ONITHYECKOH INIOTHOCTH
Pacué&r abcomoTtHOMH
MOTPEITHOCTH U3MEpPEHUI 6.3.2 Ja Jia
ONTHYECKOH IIIOTHOCTH

1.3 Ilpu nony4eHue OTpUIIATENBLHBIX pE3yILTATOB, IPH NPOBEICHUH TOH WU HHOHU onepa-
I[UH, IOBEPKa NpeKpamaeTcs.

2 CpeacrBa noBepkH
2.1 IIpu npoBeeHHH MOBEPKH AOJKHBI IPUMEHSTELCS CPE/ICTBA, YKa3aHHbIE B TabuuIe 2.

Tabnuna 2
Homep nmynkra HauMenoBanue cpeiICTBa IIOBEpKH; HOMEP TIOKYMEHTAa,
METOIHMKH PETIaMEHTHPYIOIIETO TEXHHYECKUE TPeOOBaHUSA K CPELICTBY;
TIOBEPKHU OCHOBHBIE TEXHHYECKHE XapaKTEPHUCTHKH

Komrmrekt cBetodunsTpoB nosepounsiii KCII-02.
Ipenens nomyckaeMoii abcomoTHOIM
IOTPEITHOCTH 3HAYEHHUH CIIEKTPAIILHOH

6.3-64 ONITHYECKOH IIJIOTHOCTH CBETOQMIBTPOB:

+ 0,003 b B nmanazone ot 0,030 no 1,000 B,
+ 0,006 b B nuanazone ot 1,001 no 2,000 b;
+ 0,025 b B ntuanaszone ot 2,001 mo 3,000 b

2.2 CpencrBa IOBEpKH, yKa3aHHbIE B TabuuIie 2 HODKHEI OBITH TOBEPEHB! U aTTECTOBAHEI B
YCTaHOBJIEHHOM IIOpSIKE.

2.3 JlonyckaeTcs IpUMEHEHHE JPYTHX CPEACTB, HE IIPUBEJICHHBIX B TabmuIe 2, HO obec-
NIEYUBAIOIIMX OINPE/ICTICHHE METPOJIOTHYECKHX XapaKTEPHUCTHK IIOBEPAEMOTrO CPEICTBa H3MEpEHHH
¢ TpeGyeMoii TOUHOCTEHIO.



3 TpeboBaHus k KBaIH(PUKAIHM TOBEpUTEJIel H TPeOOBanuA 6e30NaCHOCTH

3.1 K mpoBeieHHI0 MOBEPKH AOMYCKAIOTCS JIUIA:

- npomeamue oOydeHHEe U 3HAIOLIME OCHOBHI METPOJIOTHYECKOro oOecleueHHs CpelCcTB
U3MEPEHUH MEIUITUHCKOT0 Ha3HAYCHHUS;

- U3YYMBIIHE HACTOALIYIO METOAMKY IOBEPKH M JKCIUTyaTallHUOHHYIO NOKYMEHTALUIO Ha
aHaAJIN3aTOPEI;

- cobmoaatomue TpeOOBaHNS, YCTRHOBJIEHHBIE IpaBUIaMU 110 OXpaHE TPy.la Ipy 3KCILTya-
TalluM 3JIEKTPOYCTAHOBOK, IONyYHBIIME IIEPBUYHLIA M BHEOYEPENHOM MHCTPYKTaX II0 TEXHHKE
6e3omacHocTu npu paboTe B JaHHOM J1abopaTopu.

3.2 Tlpn npoBeaeHUM NOBEPKH IOJDKHBEI OBITH COOMIOAEHBI TpeOoBaHUs 0€30macHOCTH,
IpuBeIcHHBIE B PykoBoCTBE 110 3KCILTyaTalliyl aHAJIM3aTOPOB.

4 Yci10BuUSI IOBEPKH
4.1 IIpu npoBeeHAM NOBEPKH JJOJDKHBI COONIOAATHCS CIIEAYIOIINE YCIOBHS:

- TeMIIepaTypa OKpYXaloIero Bo3ayxa, °C ot 15 1o 25
- OTHOCHTEIIbHASA BJIAXXHOCTE Bo3Ayxa, %o, He O6onee ot 30 mo 80
- arMmocepHoe naBneHue, Klla ot 84 1o 106

S IloaroroBka K MoBepke
5.1 TloaroroButs k pabore xommuexr KCII-02 (cBetodpunsTpel NelNe 1 - 6, NeNe 16 - 17)
B COOTBETCTBHHM C €r0 HHCTPYKIHUH 10 NPUMEHEHHIO.

6 IIpoBenenue moBepku

6.1 Buemuuit ocMOTp

6.1.1 Ilpu npoBelcHNM BHEIIHETO OCMOTpa AOJDKHO OBITH YCTAaHOBIEHO COOTBETCTBHE
aHaJIN3aTopa CIEAYIOIUM TpeOOBaHUSIM:

- OTCYTCTBHE MEXaHMYECKHUX MOBPEXIECHUN KOpITyca aHAIN3aTOPa U 3JIEMEHTOB YIIpaBlie-
HUS;

- HCIIPaBHOCTh COEMHUTEIBHEIX IPOBOJIOB;

- HuIP4Y¥e MapKUPOBKH Ha aHAJIM3aTope.

6.1.2 AHaiM3aTOp CYUTAIOT NIPOIIEIIMM OIEPANHIO TOBEPKH, €CITH:

- Ha KopIIyce aHaJIu3aTopa OTCYTCTBYIOT MEXaHUYECKUE NMTOBPEXKICHUS;

- Ha INMWJIBJAUKE aHAIN3aTopa yKa3aH NpPOU3BOAUTEND U CEPUMHEBINA HOMED.

6.2 OnpoboBanue aHaIH3aTOPa

6.2.1 BxmounTh aHaIM3aTOp KHONKOH Ha OOKOBOi maHenw. BKIIIOYWTH BCTPOCHHBIH B
aHAIN3aTop KOMIBIOTEP.

6.2.2 Boiitu B nporpammy «GEMINI» IBOMHEIM KacaHMEM MKOHKH Ha CEHCOPHOM MOHH-
Tope. Bribparts «Log On» (Bxox B cucrteMy). AHaIN3aTOp BHIIONHAT CaMOIUATrHOCTHKY.

6.2.3 Bouibpars «User» (Ilons3oBarens) — «OK». AHanu3arop BEHITIONHAT CaMOJHAarHo-
CTHKY.

6.2.4 AHamM3aTOp CYUMTAIOT NPOIICAIIMM ONEPAIIHIO IOBEPKH, €CIIH:

- Ha BCTPOEHHOM MOHHTOPE OTPaKEHO INIaBHOE MEHIO POrpaMMEI;

- Bepcus IIporpaMMHoOro obecneueHus oTpaxeHa npu Bxoze B cucreMy («Ilomompb» — «O
Gemini...»).

6.3 Onpenenenne (KOHTPOJIb) METPOJIOTHIECKHX XaPaAKTEPHCTHK

6.3.1 IlpoBepka quana3oHa U3MepPEHHUIl ONTHYECKOMH MJIOTHOCTH

6.3.1.1 IIpoBepky Anana3oHa U3MEPEHUI ONTHYECKOH MIOTHOCTH COBMELIAIOT C ONEpaly-
el pacyéra abCOMOTHOM NOIPEIIHOCTH U3MEPEHUH ONTHYECKOH IIIOTHOCTH.

6.3.1.2 AHaym3aTOp CUMTAIOT IPOIIEIIINM ONEPAllNI0 MOBEPKH, €CIIU JUana3oH u3Mepe-
Huii onTHYeckoii mrotHocTH cocrasiger or 0,030 mo 3,000 B.



6.3.2 Pacuér ab6con0THO# MOrpemHoCTH H3MePEeHHH ONTHYECKOH IVIOTHOCTH

6.3.2.1 IloaroroBuTh aHANMH3aTOP K H3MEPEHUIM:

° Bribpate «File» (®aitn) — «New» (Hosbli) — «Worklisty (Pabounit nuct) —
«Add Assay» (lo6aBute npotokon) — «IIporoxons! obcmyxuanus» — «Metrologiya.asy» (Met-
poJorus).

Otxpoercs okuo «Set-Up Panel» (Ilanens nHasHaweHHH) — rOTOBBIA [IPOTOKON IS JUIMH
BonH 450, 492, 620 HM, HaCTPOEHHBIH Ha 5 (IIATH) IOBTOPOB H3MEPEHUH ONTHYECKOH IIIOTHOCTH.

Haxare «OK» — «Lot Specific Values For. Plate 1» (3nauenune nora ans: ‘Ilianmer 1°)
— «OK»y.

Otxpoercs pabouee okHo «GEMINI», Haxars «Starty (Ctapr). AHaIH3aTOp NPOH3BEAET
HpOBEpPKy NapaMeTpOB IPOTOKOJIA.

o Otkpoercsa okHO npurameHus 3arpy3kH «Load Platey (3arpyska miaHmera). Yxa-
3aTe HauMeHoBaHue «Plate ID» (ID mnanmerta) kak «(POVERKA » (IloBepka).

3arpy3uTh IUIAIIKY CO CBETOGHIBTPAMH H3 COCTaBa KOMILIEKTa CBETO(UNIBTPOB NOBEPOY-
Heix KCII-02 B KapeTKy aHaIH3aTOpa, PaclONOXEHHYIO B IEHTPATILHOM 30HE paboyero cTona.

3ony «Al» nnanmera He0OXOUMO Pa3MECTHTE B [IPaBOM BEPXHEM YTIIy.

3aKpheITh KPHINKY aHanu3aTopa, HaxaTs «OKy. Ilocne nannbIx oneparuit 6yaeT npousBe-
JICHO aBTOMaTHYECKOE U3MEPEHHE ONTHYECKOM IoTHOCTH Di, b ycTaHOBIEHHBIX CBETODUIBTPOB.

e ITo 3aBepmeHHIO H3MEPEHHH aHaNMU3aTOp BbIAAeT cooOmeHne «OTKPBITH KPBIUIKY,
3abpaTh IJIAHIIET, 3aKpEITh KPBIuKYy». Haxarts «File» (®aitn) — «Printy» (Ileuars). [IpunTep pac-
neyaTaeT pe3ynbTaThl H3MEPEHHS ONTHUYECKOH NMIOTHOCTH B BHIAE S5 MATpPHIl VIS KKHOH IUTHHEL
BOJIHEL.

6.3.2.2 Ilo pesynbraTam H3MEpeHHH paccuMTaTh cpeaHee apu(pMETHUECKOE 3HAYCHHUE OIl-
THYECKOH MIIOTHOCTH, Dy, B, 114 KaxKIO0ro cBeTOdUNbTpa 1o popMyiie

S,
= 1)

n

D

rae D; — i3MEepeHHOe 3HaYeHHE ONTHYECKOH IWIOTHOCTH, b, Ha anami3arope.
n - YHCIIO H3MEPEHHUH, paBHOE 5.
6.3.2.3 PaccuuraTh aOCOJIOTHYIO CHCTEMATHUYECKYI) COCTABIIAIOIIYIO MOTPEITHOCTH H3-
MEPEHHH ONTUYECKOH IUIOTHOCTH, ADj, b, s Kaxzaoro ceetoduiabrpa no popmyie

AD, =D, -D,, @

rae Dj,,, - 3HaUCHHE ONTHYECKOH MJIOTHOCTH CBETOMHIIBTPA HA [UIHHE BOJHEI U3 JeHCTBY-
JOIIETO CBHAETENBCTBA O IIOBEPKE KOMILIEKTa CBETOGHIBTPOB, b.

6.3.2.4 PaccuntaTh abCOMOTHYIO HOTPEITHOCTD H3MEPEHHH ONTHYECKO#H ILIOTHOCTH, O, b,
1o dopmyie

®, =1L1,JAD! +AD? €)

rae ADj,, — NOTPEIMHOCTL CBETOMHIBTPA HA JJIMHE BOJHBI U3 ACHCTBYIOWIErO CBHAETEIND-

CTBa O NOBepKe, b.

6.3.2.5 AHanu3aTop CUMTAIOT NPOIIECIIIHM ONEPALUIO IOBEPKH, €CIH Hpeleibl abCOOT-
HOM MOTPEIHOCTH H3MEPEHHH ONTHYECKOH INIOTHOCTH, b, cocTaBnsoT, He Hoee:

+ 0,06 B nuanazone uzmepenwuit ot 0,030 o 2,000 b;

+ 0,60 B muanazone u3mepenwuii ot 2,001 xo 3,000 b.



7 Odbopmiense pe3y1bTaTOB IOBEPKH

7.1 Pe3ynpTaThl NOBEPKH 3aHOCATCS B IPOTOKOJ, KOTOPHII XpaHUTCSA B OpraHU3all|H, IIPO-
BOAMBHLICH NOBEPKY (CM. IpUIIOKEHHE A K HAacTOAMECH METOAUKE IIOBEPKH).

7.2 Ecnmn ananuzarop uMMyHo(pepMenTHBIH aBToMatHdeckuiit GEMINI npomén nosepky
¢ TOJIOXKHTEIBHBIM pe3y/IbTaTOM, OH IIPU3HAETCA TOAHBIM H AOITyCKaeTca K IPUMEHEHHUIO.

7.2.1 Pe3ynsTaThl oBEpKH OQOPMILIIOTCS CBHAETEIBCTBOM O IOBEpKE; HAHOCUTCS 3HAK
IIOBEPKH B COOTBETCTBUM ¢ TpeboBanusamu Ilpukaza MunnpoMropra Poccun ot 02.07.2015 r Ne
1815 «O6 ytBepxxaennn Ilopaaxa IpoBEACHHA [TOBEPKU CPEACTB H3MEPEHHM, TpeOOBaHUA K 3HaKy
IIOBEPKH H COACPKAHUIO CBUACTENBCTBA O IIOBEPKE.

7.2.2 3HaK 1OBEpKH HAHOCUTCA HAa CBHIAECTEIBCTBO O IIOBEpKE aHAIU3aTOpa.

7.3 Ecin ananu3arop MMMyHo(epMeHTHEIH aBToMaTndeckuii GEMINI npomén noBepky ¢
OTPHLIATE/ILHBIM PE3Y/IbTAaTOM, OH NpU3HAETCA HEIIPUIOAHBIM, HE JOIYCKAIOTCAd K IPUMEHEHHUIO, U
Ha HEero BbINAETcs U3BEHMICHHE O HEIIPUTOAHOCTH B COOTBETCTBHH ¢ TpeboBaHusMHU lIpukaza Mun-
npomropra Poccun ot 02.07.2015 r Ne 1815 «O6 yrBepwnenun Ilopsaka npoBeneHHs MOBEPKU
CPEACTB U3MEPEHHH, TpeOOBaHHA K 3HaKy IIOBEPKH U CONEPXKaHUIO CBUIETENBCTBA O IIOBEPKEY.



INPRJIOKEHHUE A

k Meroauke nmoBepkd Ne MIT 011.714-17
«'CH. Aranm3atopsl ”MMYHO(EpMEHTHBIE ABTOMAaTHIECKHE
GEMINI»

IIpoTokoa
IlepBuYHOI/ nepHoAHIECKOi TOBEPKH

OT « » 20 roxma

CpeacTBo n3mMepeHHii: anaTu3aTop IMMYHOdepMeHTHBIH apTomMatrdecknit GEMINI
3aBoackoii Ne:

Il punagaexammii:

IToBepeHo B coorBeTcTBHH ¢: JokyMeHTOM «['CH. AHanm3atopsl HMMYHOQEPMEHTHEIE ABTOMA-
trgeckne GEMINI. Meroauka nosepku Ne MIT 011.714-17»

C npuMeHeHHeM 3Tal0HA

IIpu cnexyomux 3Ha4eHUAX BJIHAIOMHAX (PAKTOPOB:
- TeMIlepaTypa OKpYXarolero Bo3ayxa, °C
- OTHOCHTEJIbHAsA BIAXHOCTD Bo3ayXa, %o
- aTMoc(epHoe naBieHue, klla

PesyabTaTnl noBepku:

1 BHemHu# 0CMOTp: COOTBETCTBYET II. 6.1 METOAMKH TIOBEPKH.

2 Onpo6oBaHue: COOTBETCTBYET 1. 6.2 METOMKH [TOBEPKH.

3 Onpexnenenne METPOJIOTHISCKHX XapaKTEPHCTHK:

3.1 IlpoBepka quanazoHa H3MEpeHHH ONTHYECKOM IUIOTHOCTH: COOTBETCTBYET II. 6.3 METOMHKH TO-
BEPKH.

3.2 Omnpexenerne abcoMOTHOMH NOTPEHOCTH H3MEPEHHH ONTHYECKOH INIOTHOCTH

A6comoTHas Juana3on usMepeHni JmiHa BOJHBI, HM*
IIOTPEINHOCTD, | ONTHYE€CKOH ILIOTHOCTH, 450 497 620
b, He Gosee b
ot 0,030
o 2,000
o ot 2,001
Jo 3,000

* ykasvieaemes ungpopmayuu u3 KOMIAEKMA ROCMAGKYU (RO OMOENbHOMY 3AKA3Y 803MONC-
Ha Oonocmaska 00 8 (8ocbmu) ceemodunompos).

Tpebosanus T]I, ne 6onee:
+ 0,06 6 ouanazone usmepenuii om 0,030 oo 2,000 b;
+ 0,60 6 ouanazone usmepenuti om 2,001 oo 3,000 b.

Pexomenmanuu: anamsatop AMMyHO(EpMEHTHBIH aBToMaTHaeckuit GEMINI
3aBozicKOH Ne IpH3HATh IPUTOJHBIM 711 IPAMECHEHHUS.

IloBepurenn (®.1.0)




